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Symbolerlauterungen

WARNUNG: Nichtbeachtung kann
Verletzungen oder Tod zur Folge haben.

VORSICHT: Nichtbeachtung kann zur
Beschéadigung oder Zerstérung des
Produktes fiihren.

HINWEIS: Spezielle Informationen zur
Bedienung des Instrumentes.

Gebrauchsanweisung beachten

Hersteller

description

WARNING: Failure to observe may
result in injury or even death.

CAUTION: Failure to observe may
result in damage to or even destruction
of the product.

NOTE: Special information on the
operation of the instrument.

Consult instructions for use

Manufacturer

Explicacion de los simbolos

;E@_ b

CUIDADO: La inobservancia de este
aviso podria conllevar lesiones o incluso
la muerte.

ADVERTENCIA: La inobservancia de
este aviso podria conllevar deterioros o
incluso la destruccion del producto.

NOTA: Informaciones especiales para
el manejo del instrumento.

Conslltense las instrucciones de uso

Fabricante

Gilt nicht fir USA und Kanada!

Kunden aus den USA und Kanada bitte die separate
US-Anleitung verwenden!

1 Artikelnummern
UL004, UL005, UL006
2 Zweckbestimmung

Die Lichtleitfasern (Laserfasern) sind fiir den Einsatz

in Verbindung mit den Lasergeréten Calculase,
Calculase Il und Calculase Il von KARL STORZ im
Wellenlangenbereich von 2100 nm vorgesehen.

Die Zweckbestimmung ist der Einsatz im OP oder

in Praxisrdumen zur medizinischen Anwendung am
Menschen in der Lithotripsie und fir das Schneiden, die
Ablation und Vaporisation von Gewebe.

2.1 Indikation

Der Einsatz von Einmalfasern ist indiziert, wenn aus

Sicht des behandelnden Arztes Folgendes indiziert ist.

Lithotripsie:

Steine aller Steintypen im harnleitenden System

(Harnrohre, Ureter, Blase und Nieren), Gallengang,

Gallenblase und Speichelkanal und Speicheldriisen

Urologie:

* Holmium Laser Ablation — HoLAP,

* Holmium Laser Resektion der Prostata - HOLRP,

* Holmium Laser Enukleation der Prostata — HoLEP,

« Blasenhalsobstruktionen

« Inzision der Prostata und Blase

* Hamostase, Verdampfung und Exzision zur
Behandlung der benignen Prostatahyperplasie

« Oberflachliche und invasive Blasen-,Harnréhren- und
Ureterentumore

« Condylomata

« Strikturen und Stenosen in den Harnwegen

« Ureteroskopische Laserpapillotomie

Does not apply to USA and Canada!

US and Canadian customers, please use the
separate US instructions!

1 Article numbers
UL004, UL005, UL006

2 Intended use

The optical fibers (laser fibers) are designed for use

in connection with the Calculase, Calculase Il and
Calculase Il laser units from KARL STORZ in the
wavelength spectrum of 2100 nm.

They are intended for use in operating rooms and
doctors’ offices for human lithotripsy applications and for
the cutting, ablation and vaporization of tissue.

2.1 Indications

The use of single-use laser fibers is indicated if the

following is indicated in the opinion of the attending

physician.

Lithotripsy:

Stones of all types in the ureteral system (urethra, ureter,

bladder and kidneys), bile duct, gall bladder, salivary

duct and salivary glands

Urology:

* Holmium laser ablation — HoLAP

* Holmium laser resection of the prostate — HOLRP

» Holmium laser enucleation of the prostate — HoLEP

+ Obstruction of the bladder neck

» Prostate and bladder incision

* Hemostasis, vaporization and excision for
treatment of benign prostatic hyperplasia

» Superficial and invasive bladder, urethral and
ureter tumors

+ Condylomata
« Strictures and stenoses in the urinary tracts
» Ureteroscopic laser papillotomy

No es valido para los EE.UU. y Canada.

Los clientes estadounidenses y canadienses deben
utilizar la Instruccion especifica para los EE.UU.

1 NuUmeros de articulo
UL004, UL005, UL006
2 Uso previsto

Las fibras opticas (fibras de laser) estan previstas para
su aplicaciéon en combinacion con los aparatos de laser
Calculase, Calculase Il y Calculase Il de KARL STORZ
para un margen de longitud de onda de 2100 nm.

Como uso previsto se considera su utilizacion en
quiréfanos o consultorios para aplicacién médica en
seres humanos, en litotripsia y para la seccién, ablaciéon
y vaporizacion de tejidos.

2.1 Indicaciones

El uso de fibras de laser desechables esta indicado

cuando, segun la opinién del médico encargado del

tratamiento, estan indicados los siguientes casos.

Litotripsia:

Todo tipo de calculos situados en el sistema urinario

(uretra, uréter, vejiga y riflones), conductos biliares,

vesicula biliar y conductos y glandulas salivales

Urologia:

« Ablacion prostatica con laser holmio — HoLAP

« Reseccion prostatica con laser holmio — HoLRP

« Enucleacion prostatica con laser holmio — HoLEP

« Obstrucciones del cuello vesical

 Incisién prostatica y vesical

* Hemostasia, vaporizacion y escision para el
tratamiento de la hiperplasia benigna de la préstata

< Tumores superficiales e invasivos de vejiga, uretra y
uréter

« Condilomata

« Estrechamiento y estenosis en el tracto urinario
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« Laser-Endoureterotomie

» Laser-Endopyelotomie

¢ Laser-Urethrotomie

« Urotheliale Tumoren der oberen Harnwege (UUT-UT)
« Behandlung der Nierenbeckenabgangsenge

* Multitract MPCNL

« primare oder refraktare Harnrohrenstriktur mit
Holmium-Laser-Endourethrotomie (HLU)

2.2 Kontraindikation:

Kontraindikationen, die sich direkt auf das Produkt
beziehen, sind derzeit nicht bekannt.

Die Laserfaser darf nicht angewendet werden, wenn
nach Meinung des verantwortlichen Arztes eine solche
Anwendung eine Geféahrdung des Patienten hervorrufen
wiirde, z.B. aufgrund des Allgemeinzustandes des
Patienten.

Eine unsachgemafe Verwendung (aufierhalb der
BestimmungsgemafRen Verwendung) der Laserfaser,
sowie eine Wiederaufbereitung und Mehrfachbenutzung
sind aus Sicherheitsgrinden untersagt.

Eigenmachtige Umbauten oder Veranderungen der
Laserfaser sind aus Sicherheitsgriinden untersagt.

3 Sicherheitshinweise
WARNUNG: Infektions- und Verletzungsgefahr:
A Verwenden Sie die Laserfasern nur,
wenn die Packung unverletzt und das
Verwendbarkeitsdatum nicht (iberschritten ist.
Beachten Sie die empfohlene Lagerdauer fiir
Medizinprodukte.
' VORSICHT: Sachschadengefahr beim
Einschieben der Laserfaser in Endoskope.
Die Laserfaser nur bei gerade gestreckten
Arbeitskanélen einfiihren. Keine
Laserlichtabgabe innerhalb des Endoskops.

WARNUNG: Verletzungsgefahr: Achten
Sie darauf, speziell an den verwendeten

Laser angepasste Schutzbrillen zu tragen.
Vergleichen Sie hierzu die auf der Schutzbrille
angebrachten Angaben mit den Angaben in
der Gebrauchsanweisung des zugehérigen
Lasergerits.

WARNUNG: Verletzungsgefahr: Beschédigte
Laserfasern kénnen zu Verletzungen des
Patienten fiihren. Laserfasern und damit in
Verbindung verwendetes Zubehdr miissen
unmittelbar vor jeder Anwendung auf
einwandfreien Zustand, Funktionsfahigkeit und
Volisténdigkeit Gberpriift werden. Abgebrochene
Laserfaserteile drfen nicht im Patienten
zurlickgelassen werden.

+ Laser endoureterotomy

» Laser endopyelotomy

» Laser urethrotomy

» Urothelial tumors of the upper urinary tracts (UUT-UT)
» Treatment of ureteropelvic junction obstruction

* Multitract MPCNL

» Primary or refractory urethral stricture with holmium
laser endourethrotomy (HLU)

2.2 Contraindications

No contraindications relating directly to the product are
currently known.

The laser fiber must not be used if, in the opinion of
the responsible physician, the health of the patient is
endangered through such use, e.g., due to the general
condition of the patient.

Improper use, reprocessing and multiple use of the
laser fiber transmission (other than the intended use) is
prohibited for safety reasons.

Unauthorized conversions or modifications to the laser
fiber are not permitted for safety reasons.

3 Safety instructions
WARNING: Risk of infection and injury: Only
A use the laser fiber if the packaging is intact
and the expiry date has not been exceeded.
Observe the recommended storage time for
medical devices.
CAUTION: Risk of material damage when
| inserting the laser fiber into endoscopes. Only
insert the laser fiber when the working channels
are straight. No laser light emission inside the
endoscope.

this end, compare the details on the protective
glasses with the details in the manual for the
relevant laser unit.

WARNING: Risk of injury: Damaged laser fibers
can lead to injuries to the patient. Laser fibers
and accessories used in combination must be
checked immediately before each application to
make sure they are complete, free from damage
and in full working order. Broken laser fiber
parts must not be left inside the patient.

WARNING: Risk of injury: Be sure to wear
protective glasses tailored to the laser used. To

« Papilotomia laser con ureteroscopio

« Endoureterotomia laser

« Endopielotomia laser

« Uretrotomia laser

« Tumores uroteliales del tracto urinario superior

« Tratamiento de estenosis de la unién ureteropélvica

« Nefrolitotomia percutdnea minimamente invasiva
multitracto

« Estenosis uretral primaria o refractaria mediante
endouretrotomia con laser holmio

2.2 Contraindicaciones

No se conocen actualmente contraindicaciones que
se refieran directamente al producto.

La fibra de laser no ha de aplicarse cuando, segun la
opinion del médico responsable, una utilizacion de este
tipo pudiese representar un peligro para el paciente, p.
ej., debido al estado general del paciente.

Por razones de seguridad esta prohibido realizar un uso
inadecuado de la fibra de laser (distinto al uso previsto),
asi como un reacondicionamiento y uso repetido.

Por razones de seguridad, esta prohibido efectuar
reformas o cambios arbitrarios en la fibra de laser.

3 Instrucciones de seguridad

CUIDADO: Riesgo de infecciones y de
A lesiones. Utilice unicamente las fibras de laser
si el envase esta intacto y no ha expirado
la fecha de caducidad. Preste atencion al
periodo recomendado de almacenamiento para
productos médicos.
' ADVERTENCIA: Riesgo de dafios materiales
al introducir la fibra de laser en el endoscopio.
Introduzca la fibra de laser Gnicamente con los
canales de trabajo extendidos y rectos. Ninguna
emision de luz en el interior del endoscopio.
CUIDADO: Riesgo de lesiones. Asegurese de
llevar gafas protectoras especificamente adap-
tadas para el laser utilizado. Para ello, coteje

las indicaciones de las gafas protectoras con

las que aparecen en el Manual de instrucciones
correspondiente al aparato de laser.
CUIDADO: Riesgo de lesiones. Las fibras de
laser deterioradas pueden provocar lesiones
al paciente. Compruebe inmediatamente antes
de cada aplicacion el buen estado, el buen
funcionamiento y la integridad de las fibras

de laser y de los accesorios utilizados en
combinacioén con las mismas. Ninguna pieza
constructiva de la fibra de laser puede quedar
dentro del paciente.
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der Klasse 4 stellt eine Ziindquelle dar. Treffen
Sie bei Anwendung der Laserfaser Mal3nahmen
zur Verhiitung laserinduzierter Brénde und
Explosionen.

WARNUNG: Infektions- und Verletzungsgefahr:
Dieses Produkt wird steril geliefert und ist nur fiir
den Einmalgebrauch bestimmt. Die Laserfasern
sind Einmalprodukte und Sie diirfen diese
aufgrund der besonderen Konstruktion und
Materialbeschaffenheit nach einmaliger
Verwendung nicht wiederaufbereiten und wieder-
verwenden.

WARNUNG: Vermeiden Sie extreme
Faserkriimmung oder -biegung. Dies kénnte

zu einem Faserbruch flihren. Der minimale
Biegeradius liegt abhédngig von der Faser
zwischen 1-3,5 cm (230 um Faser: 1,5 cm,

365 um Faser: 2,0 cm, 600 um Faser: 3,5

cm). Stellen Sie sicher, dass dies auch bei der
Lagerhaltung berticksichtigt wird.

WARNUNG: Infektions- und Verletzungsgefahr:
Nach Offnen der Packung miissen Sie eine
nicht gebrauchte Laserfaser entsorgen und eine
neue verwenden.

WARNUNG: Verletzungsgefahr beim
Uberschreiten der maximalen Leistung und

WARNUNG: Feuergefahr: Laserlicht von Lasern

Energie der Laserfaser: Laserfaser nur mit den
angegebenen Lasergeréten verwenden.

AN N 2 <

WARNING: Risk of fire: Laser light from Class 4
lasers represents a source of ignition. When
using the laser fiber, take suitable measures to
prevent laser-induced fires and explosions.
WARNING: Risk of infection and injury:

This product is sterile on delivery and is only
intended for single use. Laser fibers are
disposable products, the special design and
material properties of which mean that they may
only be reprocessed and used once.

break. The minimum bending radius is between
1 .and 3.5 cm, depending on the fiber (230 ym
fiber: 1.5 cm, 365 um fiber: 2.0 cm, 600 um
fiber: 3.5 cm). Ensure that this is also taken into
consideration for storage.

WARNING: Risk of infection and injury: After
opening the packaging, a laser fiber which is not
used must be disposed of and a new fiber used.
WARNING: Risk of injury if the maximum output
and energy of the laser fiber is exceeded. Only
use laser fibers with the specified laser units.

mex 1] mex (V]

2 20

CUIDADO: Peligro de incendio. La luz de los
laseres de clase 4 representa una fuente de
ignicion. Al utilizar la fibra de laser, tome las
medidas adecuadas para prevenir incendios o
explosiones inducidos por el laser.

CUIDADO: Riesgo de infecciones y lesiones.
Este producto se entrega esterilizado y esta
previsto para un solo uso. Las fibras de laser
son productos desechables por lo que, debido
a las particularidades de su construccion y las
caracteristicas del material, después de una
Unica utilizacion ya no deben prepararse ni
utilizarse de nuevo.

CUIDADO: Evite una curvatura o un doblez
excesivo de la fibra. Esto podria conllevar la
rotura de la fibra. El radio de curvatura minimo,
dependiente de la fibra, se encuentra entre
1-3,5 cm (fibra de 230 um: 1,5 cm, fibra de
365 um: 2,0 cm, fibra de 600 um: 3,5 cm).
Asegurese de que esto también se tenga en
cuenta para el almacenamiento.

CUIDADO: Riesgo de infecciones y lesiones.
Después de haber abierto el envase, la fibra de
laser ha de desecharse aunque no haya sido
utilizada y utilizar una nueva.

CUIDADO: Riesgo de lesiones al sobrepasar
la potencia y la energia maximas de la fibra de

> > PP

laser. Utilice la fibra de laser unicamente con los

4

WARNING: Avoid extreme bending or tight
winding of the fiber. This could cause the fiber to
Art. no
UL004
UL005

35

UL006

4

35

aparatos de laser indicados.

r. E [ P [WI
UL004 2 20
UL005 4 35
UL006 4 35

4 Handhabung

Es wird empfohlen, vor der Verwendung die
Eignung der Produkte fiir den geplanten Eingriff zu
tiberpriifen.

« Das Verfallsdatum beachten.

< Die Originalverpackung erst unmittelbar vor Gebrauch

des Produktes 6ffnen.

Die Verpackung auf Beschadigungen priifen:

Beschadigungen kénnen die Sterilitat des Produktes

beeintrachtigen.

« Bei der Entnahme des Produktes aus der
Priméarverpackung missen die Regeln der
aseptischen Handhabung beachtet werden.

« Das Produkt auf schadhafte Stellen wie Risse,
Deformationen, usw. priifen. Fehlerhafte Produkte auf
keinen Fall verwenden.

4 Handling

It is recommended that the suitability of the devices

for the intended procedure be checked prior to use.

* Note the expiry date.

» The original packaging must not be opened until
immediately before the product is used.

» Check the packaging for damage: Damaged
packaging may compromise the sterility of the
product.

* When removing the product from the primary
packaging, the rules of aseptic handling must be
followed.

* The product must be examined for damage such as

cracks, deformations, etc. Defective products must not

be used under any circumstances.

N.° de art. E,,. 1 P . W]
UL004 2 20
UL005 4 35
UL006 4 35

4 Manipulacién

Antes de su utilizacion, se recomienda comprobar

la idoneidad de los productos en cuanto a la

intervencion planeada.

* Respete la fecha de caducidad.

< Abra el envase original solo inmediatamente antes de

utilizar el producto.

Compruebe que el envase no presente deterioros,

ya que estos pueden menoscabar la esterilidad del

producto.

< Al retirar el producto del envase primario deben
observarse las reglas de manipulacion aséptica.

« Compruebe que el producto no presente deterioros
tales como grietas, deformaciones, etc. En ningun
caso utilice productos deteriorados.
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4.1 Laserfaser der Verpackung
entnehmen

. Die Sterilverpackung 6ffnen.

2. Die Laserfaser zusammen mit dem Laserfasertrager,

unter aseptischen Kautelen, vorsichtig aus der
Sterilverpackung entnehmen.

3. Distales Laserfaserende vom Tréager nehmen und die
Laserfaser vorsichtig vom Trager abwickeln.

4. Stecker aus der Halterung auf dem Trager
entnehmen.

VORSICHT: Sachschadengefahr: Berthren
' Sie die Lichteintrittsfldche nicht.

-

VORSICHT: Sachschadengefahr: Bescha-
! digen Sie das proximale Laserfaserende
nicht.

@ HINWEIS: Den Kontakt zur Faserendfldche, und
Verschmutzungen der Faserendfldche vermeiden.

4.2 Stecker an das Lasergerit
anschlieBen

1. Stecken Sie hierzu den Stecker axial in die
Faserbuchse am Lasergerét ein.

2. Fixieren Sie den Stecker mit der Mutter, indem Sie
diese handfest anziehen.

VORSICHT: Sachschadengefahr: Verkanten

! Sie den Laserfaserstecker nicht. Verwenden

Sie kein Werkzeug.

4.3  Funktionspriifung

Die optische Transmission der Laserfaser prifen.
1. Das Lasergerat einschalten.

2. Die Laserfaser anschlieRen.

Der Pilotlaser steht Ihnen zur Verfiigung.

Calculase = rot

Calculase Il und Calculase Il = grin.

3. Die distale Abbildung des Pilotlaserlichtes priifen.

Optische Transmission der Laserfaser ist in Ordnung
Die optische Transmission der Laserfaser ist in
Ordnung, wenn der Pilotlaser in 5 - 10 cm Entfernung
vor dem distalen Faserende einen runden, gleichmafig
hellen Fleck erzeugt.

Optische Transmission der Laserfaser ist nicht in
Ordnung

4.1 Removing the laser fiber

from the packaging

. Open the sterile packaging.

2. Under aseptic conditions, carefully remove the laser
fiber together with the laser fiber carrier from the
sterile packaging.

3. Remove the distal laser end from the carrier and
carefully unwind the laser fiber from the carrier.

4. Remove the connector from the holder on the carrier.

CAUTION: Risk of material damage: Do not

l touch the light entrance surface.

-

CAUTION: Risk of material damage: Do not
! damage the proximal light fiber end.

NOTE: Avoid contact with the the fiber end and do
not soil the fiber end.

4.2 Plugging the connector
into the laser device
1. To do so, plug the connector axially into the fiber
socket on the laser device.
2. Fix the connector with the nut and tighten by hand.
| CAUTION: Risk of material damage: Do not tilt
the laser fiber connector. Do not use tools.

4.3 Functional test

Check optical laser fiber transmission.
1. Switch the laser device on.

2. Connect the laser fiber.

The aiming beam is now available.

4.1 Extraer la fibra de laser del envase

1. Abra el envase esterilizado.

2. Extraiga cuidadosamente bajo condiciones asépticas
la fibra de laser junto con el portafibras respectivo del
envase estéril.

3. Retire el extremo distal de la fibra de laser del soporte
y desenrolle cuidadosamente la fibra de laser del
soporte.

4. Retire el enchufe del apoyo que se encuentra en el
soporte.

ADVERTENCIA: Riesgo de dafios materiales.

' No toque la superficie de entrada de luz.

ADVERTENCIA: Riesgo de dafios materiales.
! No deteriore el extremo proximal de la fibra de
laser.
NOTA: Evite entrar en contacto con la superficie
del extremo de la fibra de laser y ensuciarla.

4.2 Conexion del enchufe
en el aparato de laser
1. Para ello, introduzca axialmente el enchufe en el
conector para fibra del aparato laser.
2. Fije el enchufe con la tuerca, apretandola bien con la
mano.
' ADVERTENCIA: Riesgo de dafios materiales.
No ladee el enchufe de la fibra de laser. No
utilice ninguna herramienta.

4.3 Prueba de funcionamiento
Compruebe la transmisién optica de la fibra de laser.
1. Encienda el aparato de laser.

2. Conecte la fibra de laser.

El laser piloto esta ahora disponible.

Calculase = red,

Calculase = rojo,

Calculase Il y Calculase Il = verde.

Calculase Il and Calculase Il = green.

3. Check the distal reproduction of the aiming beam
light.

Optical laser fiber transmission is OK

Optical laser fiber transmission is OK if the aiming beam
produces a round, evenly bright mark at a distance of

5 to 10 cm from the distal fiber end.

Optical laser fiber transmission is not OK

3. Compruebe la representacion distal de la luz del laser
piloto.

La transmision optica de la fibra de laser es correcta
La transmision éptica de la fibra de laser es correcta

si el laser piloto genera a 5 - 10 cm de distancia

del extremo distal de la fibra una mancha circular y
uniformemente clara.

La transmision optica de la fibra de laser es
incorrecta
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Die optische Transmission der Laserfaser ist nicht in

Ordnung, wenn das Abbild unrund, ungleichmaRig hell

oder stark unregelmagig (Kometenschweif) ist.

1. In diesem Fall die proximale Laserfaserflache prifen
und die Laserfaser nachpréparieren.

Wenn Sie immer noch keinen runden Pilotstrahl

erreichen, miissen Sie die Laserfaser bei nicht

ausreichenden Therapieergebnissen austauschen.

5 Beschreibung der Faser

Je nach Fasertyp kdnnen unterschiedliche Pulsenergien
und mittlere Laserleistungen appliziert werden (siehe
Gebrauchsanweisung des Lasergerats Calculase,
Calculase Il oder Calculase Il1).

5.1 Praparation der Faser

Die Fasern sind Quarzfasern mit AuRenschutz aus

Kunststoff. Sie bieten die Mdglichkeit, intraoperativ

prapariert zu werden.

1. Entfernen Sie den Schutzmantel mit dem
entsprechenden Faserstripper aus dem
Faserpraparierset.

2. Préaparieren Sie die Spitze der Faser mit dem
Keramikmesser (siehe auch Gebrauchsanweisung
Calculase I-l1).

VORSICHT: Sachschadengefahr: Verwenden

l Sie beim Umgang mit Laserfasern zur

intraoperativen Aufarbeitung des distalen

Laserfaserendes das sterilisierbare STORZ-

Faserpréparierset.

® HINWEIS: Abisolierldnge 10-15 mm.

Optical laser fiber transmission is not OK if the mark

produced is not round, is unevenly bright or is extremely

irregular (comet tail).

1. In this case, check the proximal laser fiber surface
and trim the laser fiber.

If you are still unable to achieve a round aiming

beam, the laser fiber must be replaced if treatment

results prove inadequate.

5 Description of the fiber

Depending on the fiber type, various pulse energies and
medium laser outputs can be applied (see instruction
manual of the Calculase, Calculase Il or Calculase Il
laser devices).

5.1  Trimming the fiber

The fibers are quartz fibers with a protective plastic

exterior. They can be trimmed intraoperatively.

1. Remove the protective jacket using the respective
fiber stripper from the fiber trimming set.

2. Trim the tip of the fiber using the ceramic knife
(see Calculase | - Il instruction manuals).

CAUTION: Risk of material damage: Use the

l sterilizable KARL STORZ fiber trimming set

when handling laser fibers for intraoperative

reprocessing of the distal end of the laser fiber.

® NOTE: Stripping length 10 — 15 mm.

La transmision éptica de la fibra de laser es
incorrecta si la figura proyectada no es circular, no es
uniformemente clara o es acentuadamente irregular
(cola de cometa).
1. En ese caso, compruebe la superficie proximal de la
fibra de laser y vuelva a preparar la fibra de laser.
Si ain no alcanza un rayo piloto circular, debe
cambiar la fibra de laser en caso de resultados de
terapia insuficientes.

5 Descripcion de la fibra

Segun el tipo de fibra pueden aplicarse diferentes
energias de impulso y potencias promedias de laser
(véase el Manual de instrucciones del aparato de laser
Calculase, Calculase Il o Calculase ).

5.1 Preparacion de la fibra

Las fibras son fibras de cuarzo con proteccion exterior

de material sintético y ofrecen la posibilidad de

prepararlas intraoperativamente.

1. Elimine la capa protectora con el pelacables
adecuado del set para preparacion de fibras.

2. Prepare la punta de la fibra con el cuchillo de
ceramica (véanse las Instrucciones de uso del
Calculase | - 1lI).

' ADVERTENCIA: Riesgo de dafios materiales.

Al trabajar con fibras, utilice el set esterilizado
de preparacion de fibras de KARL STORZ para
la preparacion intraoperativa del extremo distal
de la fibra de laser.

@ NOTA: Longitud de aislamiento 10 — 15 mm.

Art.-Nr./Art. no./N° de art. (6] Faser, Stripper Farbkennung/Fiber, stripper color recognition/Fibra, cédigo de color pelacables E P oW1
UL004 230 blau/blue/azul 2 20
UL005 365 grin/green/verde 4 35
UL006 600 rot/red/rojo 4 35

5.2 Entfernen der Laserfaser

1. Das Gerat in den Standby-Modus schalten.
2. Die Laserfaser entfernen.

3. Die Einmalfasern entsorgen.

5.2 Removing the laser fiber
1. Switch the device to standby mode.

2. Remove the laser fiber.

3. Dispose of the fiber for single use.

5.2 Extraccion de la fibra de laser
1. Conmute el aparato al modo Standby.

2. Retire la fibra de laser.

3. Elimine las fibras desechables.
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Es sind keine besonderen MaRnahmen hinsichtlich

der Entsorgung erforderlich. Beachten Sie bei der
Entsorgung die jeweils geltenden lokalen und nationalen
Gesetze und Vorschriften.

8 Richtlinienkonformitat

Dieses Medizinprodukt ist nach Medizinprodukte-
Richtlinie (MDD) 93/42/EWG mit CE-Kennzeichen
versehen. Ist dem CE-Kennzeichen eine Kennnummer
nachgestellt, weist diese die zustédndige Benannte Stelle
aus.

9 Reparaturen und Anderungen
Reparaturen und Anderungen am Instrument durch nicht
autorisierte Personen sind nicht erlaubt und entbinden
den Hersteller von jeglicher Haftung.

For disposal, no special measures are necessary.
Disposal must be carried out in accordance with the
respective applicable local and national laws and
regulations.

8 Directive compliance

This medical device bears a CE mark in accordance with
the Medical Devices Directive (MDD) 93/42/EEC.

A code number after the CE mark indicates the
responsible notified body.

9 Repairs and modifications

The performance of any repairs or modifications to the
instrument by unauthorized persons is not permitted and
shall release the manufacturer from any liability.

(Einmallaserfasern) (single-use laser fibers) (fibras de laser desechables)
KARL STORZ — ENDOSKOPE
Iy 6 Anwendungs-/Lagerbedingungen 6 Application/storage conditions 6 Condiciones de aplicacion/
~'g— i
/.\ Das Produkt muss sauber und trocken geschiitzt vor The product must be stored in a clean and dry place almacenamiento
//{\ direkter Sonneneinstrahlung gelagert werden und darf away from direct sunlight and must not be used after the g producto ha de almacenarse limpio y seco, protegido
(] nach Ablauf des Verfallsdatums nicht mehr benutzt expiry date. contra la radiacion solar directa y no puede utilizarse
werden. Temperature Relative después de haberse vencido la fecha de caducidad.
Temperatur relative Feuchte humidity Temperatura Humedad relativa
Lagerung -20 °C...+60 °C 10 %...90 % Storage -20 °C...+60 °C 10 %...90 % Lagerung -20 °C...+60 °C 10 %...90 %
Anwendung +10°C..+40°C | 30 %...70 % Application +10°C...+40°C | 30 %...70 % Aplicacién | +10°C..+40°C | 30 %...70 %
7 Entsorgung 7 Disposal 7 Gestion de desechos

Al desechar el producto no es necesario adoptar
medidas especiales. A efectos de la gestion de
desechos, observe las leyes y normativas locales y
nacionales vigentes en cada caso.

8 Conformidad con la directiva
Este producto médico esta provisto del simbolo CE
segun la directiva 93/42/CEE relativa a los productos
sanitarios. Si al simbolo CE le sigue un niumero de
identificacion, dicho nimero designa el organismo
notificado competente.

9 Reparaciones y modificaciones
Las reparaciones y modificaciones efectuadas en
el instrumento por personas no autorizadas estan
prohibidas y eximen al fabricante de cualquier
responsabilidad.
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Calculase lll Laserfaser
(Einmallaserfasern)

Calculase lll Laser fiber
(single-use laser fibers)

Fibra de laser Calculase Il
(fibras de laser desechables)

10 Symbolerlauterung

10 Symbol description

10 Explicacion de los simbolos

Symbol Bedeutung

Symbol Meaning

Simbolo Significado

“ Hersteller

“ Manufacturer

“ Fabricante

Sonderkennzeichen —

Passivierung. Passivierte Ware
26008KA | wird durch Unterstreichung der

Artikelnummer identifiziert.

Special symbols - passivation.
Passivated goods are identified

26008 KA | through the underlining of the
article number.

Simbolo especial — pasivacion.
Los productos pasivados se
26008 KA | identifican mediante el numero de

articulo subrayado.

Chargencode

Batch code

Codigo de lote

- Anzahl der Produkte in der
Produktverpackung

3

- Number of products
in the product packaging

3

Cantidad de productos
en el embalaje

El
|

‘ “l‘l
? Trocken aufbewahren

‘
‘
R

? Keep dry

‘ “4‘4
T Manténgase seco

Nach US-amerikanischem
Bundesrecht (21 CFR 801.109)

darf dieses Produkt nur an oder
RxOnly auf Verschreibung durch einen
Arzt (,licensed physician®) verkauft
werden.

1 Verpackungssymbole

Die Bedeutung der auf der Verpackung aufgedruckten
Symbole kénnen Sie dem Beipackzettel
,Verpackungssymbole, Mat.-Nr. 96216316DF"
entnehmen. Diesen kénnen Sie unter www.karlstorz.com
herunterladen.

In accordance with US federal law
RxOnly (21 CFR 801.109), this product

may only be sold on prescription
from a licensed physician.

1 Packaging symbols

For the meanings of the symbols printed on the
packaging, please refer to the ‘Packaging symbols’
accompanying instruction leaflet, mat. no. 96216316DF.
It can be downloaded from www.karlstorz.com.

De acuerdo con la ley federal
norteamericana (21 CFR 801.109)
RxOnly este producto solo puede vender-
se a facultativos o ser recetado
por ellos (“médico con licencia”).

1 Simbolos del embalaje

Consulte el significado de los simbolos impresos en el
embalaje en el pliego adjunto “Simbolos del embalaje,
n.° de material 96216316DF”. Puede descargarlo en
www.karlstorz.com.
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MANUAL DE INSTRUGOES
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KARL STORZ — ENDOSKOPE

Fibre laser Calculase Il
(fibres laser monobrins)

Fibra laser Calculase lll
(fibre laser monouso)

Fibra laser Calculase Il
(fibras laser descartaveis)

Signification des symboles

AVERTISSEMENT : Risque de blessure
ou danger de mort en cas de non-respect
de cet avertissement.

AVIS : Le non-respect de cet avertisse-
ment peut provoquer des dommages,
voire la destruction du dispositif.

REMARQUE : Informations spéciales
pour I'emploi de l'instrument.

Consulter les précautions d'emploi

Fabricant

Spiegazione dei simboli

LE P

CAUTELA: La mancata osservanza puo
provocare lesioni o la morte.

AVVERTENZA: La mancata osservanza
pud provocare il danneggiamento o la
distruzione del prodotto.

NOTA: Informazioni particolari per
I'impiego dello strumento.

Consultare le istruzioni per I'uso

Fabbricante

Explicagao dos simbolos

LE P

AVISO: O desrespeito pode ter como
consequéncia ferimentos ou a morte.

CUIDADO: O desrespeito pode originar a
danificagdo ou a destruigdo do produto.

NOTA: Informagbes especiais
relativamente a utilizagdo do instrumento.

Respeitar o manual de instrucdes

Fabricante

Non valable pour les Etats-Unis et le Canada.
Pour les clients établis aux Etats-Unis et au Canada,
utiliser le manuel séparé prévu a cet effet.

1 Numéros de commande
UL004, ULO05, UL006

2 Emploi prévu

Les fibres optiques (fibres laser) sont congues pour étre
utilisées avec les appareils laser Calculase, Calculase Il
et Calculase Ill de KARL STORZ dans la plage de
longueur d’onde de 2 100 nm.

L’emploi prévu concerne des interventions en salle
d’opération ou en cabinet de médecine humaine
pour une lithotritie ou pour la section, I'ablation ou la
vaporisation de tissus.

2.1 Indication

L'utilisation de fibres laser monobrins est indiquée

lorsque, de I'avis du médecin traitant, 'une des

applications suivantes est indiquée.

Lithotritie :

Calculs de tous types dans I'appareil urinaire (urétre,

uretére, vessie et reins), les canaux biliaires, la vésicule

biliaire, les canaux salivaires et les glandes salivaires

Urologie :

« Ablation laser a 'holmium — HoLAP

» Résection laser a 'holmium de la prostate — HOLRP

+ Enucléation laser & 'holmium de la prostate — HoLEP

« Obstructions du col de la vessie

« Incision de la prostate et de la vessie

* Hémostase, vaporisation et excision pour le traitement
de I'hypertrophie bénigne de la prostate

« Tumeurs superficielles et invasives de la vessie, de
I'urétre et de I'uretére

« Condylomes

Non valido per gli USA e per il Canada!
I clienti statunitensi e canadesi devono utilizzare le
istruzioni separate relative agli USA!

1 Numeri di articolo
UL004, UL005, UL006

2 Destinazione d’uso

Le fibre ottiche (fibre laser) sono concepite per 'uso in
combinazione con le apparecchiature laser Calculase,
Calculase Il e Calculase Il di KARL STORZ per
lunghezze d’onda pari a 2100 nm.

La destinazione d’'uso & rappresentata dall'impiego
nella sala operatoria o negli ambulatori in applicazioni
mediche su persone sottoposte a litotripsia e per la
dissezione, I'ablazione e la vaporizzazione di tessuti.

2.1 Indicazioni

L’impiego di fibre laser monouso & indicato in quelle
situazioni in cui il medico curante ritiene opportune le
seguenti procedure.

Litotripsia:

Calcoli di tutti i tipi nell’apparato urinario (uretra, uretere,
vescica e reni), coledoco, cistifellea, canale salivare e
ghiandole salivari

Urologia:

« Ablazione della prostata con laser ad olmio — HoLAP
» Resezione della prostata con laser ad olmio — HoLRP
» Enucleazione della prostata con laser ad olmio — HoLEP
+ Ostruzioni del collo vescicale

« Incisioni di prostata e vescica

» Emostasi, vaporizzazione ed escissione per il
trattamento dell'iperplasia benigna della prostata

» Tumori superficiali e invasivi di vescica, uretra e
uretere

» Condiloma

Nao é valido para os EUA e o Canada!
Os clientes dos EUA e do Canada devem utilizar o
manual separado para os EUA!

1 Referéncias
UL004, UL005, UL006

2 Finalidade

As fibras dticas (fibras laser) destinam-se a ser utilizadas
com os aparelhos de laser Calculase, Calculase Il

e Calculase Ill da KARL STORZ numa gama de
comprimentos de onda de 2100 nm.

Como finalidade considera-se a utilizagdo em salas

de operagdes ou consultérios para aplicagdo médica

em pessoas em litotripsia e para o corte, a ablagdo e
vaporizagao de tecidos.

2.1 Indicagao
A utilizacéo de fibras laser descartaveis é indicada se,
na opinido do médico responsavel pelo tratamento, for
indicado o seguinte.
Litotripsia:
Calculos de todos os tipos no sistema urinario (uretra,
uréter, bexiga e rins), via biliar, vesicula biliar, canal
salivar e glandulas salivares
Urologia:
* Ablagdo a laser de hélmio — HoLAP
* Ressecgao da prostata a laser de hdlmio — HoLRP
« Enucleagéo da prostata a laser de hélmio — HoLEP
« Obstrugdes do colo vesical
* Incisdes na prostata e bexiga
* Hemodstase, vaporizagéo e excisdo para tratamento
da hiperplasia benigna da prostata
« Tumores superficiais e invasivos da bexiga,
uretra e uréter
« Condilomas

-
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« Strictures et sténoses dans les voies urinaires

« Papillotomie laser urétéroscopique

* Endo-urétérotomie laser

« Endopyélotomie laser

« Urétrotomie laser

* Tumeurs urothéliales des voies urinaires supérieures
(UUT-UT)

» Traitement de la sténose de la jonction pyélo-urétérale

« Néphrolithotomie percutanée (NLPC) avec tunnels
multiples

« Stricture primaire ou réfractaire de I'urétre avec
endo-urétrotomie laser a I'holmium (HLU)

2.2 Contre-indication

Aucune contre-indication liée directement au produit
n’est connue aujourd’hui.

La fibre laser ne doit pas étre utilisée lorsque, selon
I'avis du médecin responsable, une telle utilisation
comporterait un risque pour le patient, par ex. en raison
de I'état général de ce dernier.

Pour des raisons de sécurité, |'utilisation de la fibre laser
de maniere non conforme (hors du cadre de I'utilisation
correcte) de méme que la remise a neuf et |'utilisation
multiple sont interdites.

Pour des raisons de sécurité, il est interdit de procéder
a des transformations ou a des modifications de la fibre
laser de sa propre initiative.

3 Consignes de sécurité
AVERTISSEMENT : Risque d'infections et de
A blessures : n'utiliser les fibres laser que si leur
emballage est intact et la date limite d’utilisation
pas dépassée. Respecter la durée de stockage
préconisée pour les produits médicaux.
' AVIS : Risque de dommage matériel lors
de lintroduction de la fibre laser dans les
endoscopes. N'introduire la fibre laser que
lorsque les canaux de travail se trouvent en
position droite tendue. Pas d’émission de
lumiéere laser a l'intérieur de I'endoscope.
AVERTISSEMENT : Risque de blessure : veiller
a porter des lunettes de protection spécialement
adaptées au laser utilisé. Pour cela, comparer

les indications sur les lunettes de protection

avec les indications fournies dans le mode
d'emploi de I'appareil laser correspondant.
AVERTISSEMENT : Risque de blessure : des
fibres laser endommagées peuvent étre la
source de blessures du patient. Vérifier, juste
avant tout emploi, que les fibres laser et les
accessoires utilisés avec les fibres laser sont
en parfait état, parfaitement fonctionnels et
complets. Ne laisser aucun fragment de fibre
laser dans le patient.

» Restringimenti e stenosi nelle vie urinarie

» Papillotomia laser ureteroscopica

» Endoureterotomia laser

* Endopielotomia laser

+ Uretrotomia laser

» Tumori uroteliali delle vie urinarie superiori (UUT-UT)

» Trattamento del restringimento del punto di
connessione tra pelvi renale e uretere

» Nefrolitotomia percutanea minimamente invasiva
multitratto (MPCNL)

» Stenosi uretrale primaria o refrattaria con
endoureterotomia con laser ad olmio (HLU)

2.2 Controindicazioni

Non sono attualmente note controindicazioni riferite
direttamente al prodotto.

La fibra laser non deve essere impiegata nei casi

in cui il medico responsabile ritenga che cid possa
rappresentare un rischio per il paziente, ad es. a causa
delle condizioni generali del paziente stesso.

Per motivi di sicurezza & vietato un utilizzo inappropriato
(al di fuori dell'impiego previsto) della fibra laser cosi
come ogni rigenerazione e riutilizzo.

Per ragioni di sicurezza, & vietato apportare trasformazioni
o modifiche non autorizzate alla fibra laser.

3 Norme di sicurezza
CAUTELA: Pericolo di infezione e di lesioni:
A Utilizzare le fibre laser solo se l'imballaggio ri-
sulta integro e la data di scadenza non é ancora
trascorsa. Rispettare la durata di conservazione
raccomandata per i prodotti medicali.
AVVERTENZA: Pericolo di danni materiali
l in seguito all'inserimento della fibra laser
nell’endoscopio. Introdurre la fibra laser solo
con i canali di lavoro estesi. Nessuna emissione
di luce laser all'interno dell'endoscopio.
CAUTELA: Pericolo di lesioni: Assicurarsi
di indossare occhiali protettivi adatti
specificamente al laser utilizzato. Confrontare

le indicazioni riportate sugli occhiali protettivi

con quanto descritto nel manuale d’istruzioni
dell’apparecchiatura laser corrispondente.
CAUTELA: Pericolo di lesioni: In caso di

fibre laser danneggiate sussiste il rischio

di lesioni per il paziente. Le fibre laser e i

relativi accessori devono essere controllati
immediatamente prima e dopo ogni applicazione
per verificarne le perfette condizioni, la
funzionalita e la completezza. Parti rotte della
fibra laser non devono essere lasciate all’interno
del paziente.

« Constrigdes e estenoses nas vias urindrias

« Papilotomia uretroscopica a laser

« Endoureterotomia a laser

« Endopielotomia a laser

« Uretrotomia a laser

* Tumores uroteliais das vias urinarias superiores
(UUT-UT)

« Tratamento da estenose da junc¢éo ureteropélvica

* MPCNL multitrato

« Constrigdo primaria ou refrataria da uretra com
endouretrotomia a laser de hélmio (HLU)

2.2 Contraindicacido

Atualmente, nao se conhecem quaisquer
contraindicagoes diretamente relacionadas com o
produto.

A fibra laser ndo pode ser utilizada se, de acordo com
a opiniao do médico responsavel, tal aplicagéo puder
representar um perigo para o paciente, nomeadamente
devido ao seu estado geral.

Por motivos de seguranga, sao proibidas utilizacbes
inadequadas (nao incluidas no ambito da utilizagcdo
prevista) da fibra laser, assim como o reprocessamento
e a reutilizacdo da mesma.

Por motivos de seguranga, sao proibidas alteragdes ou
transformacgdes da fibra laser.

3 Indicag6es de seguranga
AVISO: Perigo de infegbes e de ferimentos:
A Utilizar as fibras laser apenas se a embalagem
estiver ilesa e se a data de validade nao tiver
expirado. Respeitar o periodo de armazena-
mento recomendado para dispositivos médicos.
l CUIDADO: Perigo de danos materiais ao inserir
a fibra laser no endoscdpio. Inserir a fibra laser
apenas com os canais de trabalho esticados e
direitos. Sem emissao de luz laser dentro do
endoscadpio.
AVISO: Perigo de ferimentos: Certificar-se de
que usa dculos de protecdo especialmente
adaptados ao laser utilizado. Para tal, comparar

as indicagdes dos dculos de protegdo com as

indicagbes do manual de instrugbes do aparelho
de laser correspondente.

AVISO: Perigo de ferimentos: As fibras laser
danificadas podem provocar ferimentos no
paciente. Imediatamente antes da utilizagéo,

é necessario verificar o estado impecavel

das fibras laser e dos acessdrios com elas
utilizados, nomeadamente se estdo completos

e operacionais. Ndo podem ser deixadas no
paciente partes de fibras laser partidas.
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lumiére des lasers de classe 4 est une source
inflammable. Il faut donc prendre les mesures
nécessaires pour éviter que I'emploi de la
fibre laser ne provoque un incendie ou une
explosion.

AVERTISSEMENT : Risque d'infection et de
blessures : ce produit est livré a I'état stérile et
ne doit étre utilisé qu'une seule fois. Les fibres
laser sont des produits a usage unique et ne
doivent donc pas étre remises a neuf et
réutilisées en raison de leur conception et la
consistance du matériau.

AVERTISSEMENT : Eviter toute courbure et
toute flexion excessives de la fibre. Dans le cas
contraire, il y a risque de rupture de la fibre.
En fonction de la fibre, le rayon de courbure
minimal est compris entre 1 et 3,5 cm (fibre
de 230 um : 1,5 cm, fibre de 365 um : 2,0 cm,
fibre de 600 um : 3,5 cm). S’assurer que cette
consigne est également respectée lors du
stockage.

AVERTISSEMENT : Risque d'infection et

de blessures : éliminer une fibre laser et la
remplacer par une neuve méme si, une fois son

n AVERTISSEMENT : Risque d’incendie : la

CAUTELA: Pericolo di incendio: La luce dei
laser di classe 4 rappresenta una fonte di

adottare misure volte a prevenire incendi ed
esplosioni indotte dal laser.

CAUTELA: Pericolo di infezione e di lesioni:
Questo prodotto viene fornito sterile ed
destinato esclusivamente ad un utilizzo

quindi, per la particolare struttura e qualita del
materiale, dopo il primo impiego non devono
essere ritrattate e neppure riutilizzate.
CAUTELA: Evitare una curvatura o un
piegamento eccessivi della fibra. Cio puo
provocare una rottura della fibra. Il raggio
minimo di curvatura variada 1a 3,5cm a
seconda della fibra (fibra da 230 um: 1,5 cm,
fibra da 365 um: 2,0 cm, fibra da 600 pm:

3,5 cm). Assicurarsi che tali valori vengano
considerati anche per la tenuta a magazzino.
CAUTELA: Pericolo di infezione e di lesioni:
dopo aver aperto la confezione smaltire una
fibra laser non usata ed utilizzarne una nuova.
CAUTELA: Pericolo di lesioni a causa del
superamento delle prestazioni massime e

infiammazione. Durante I'utilizzo della fibra laser

singolo. Le fibre laser sono prodotti monouso e

AVISO: Perigo de incéndio: A luz dos lasers da
classe 4 representa uma fonte de igni¢cdo. Ao
utilizar a fibra laser, tomar as devidas medidas
para a prevengao de incéndios e explosées
induzidos por laser.

AVISO: Perigo de infegées e ferimentos:

Este produto é fornecido esterilizado e
destina-se a uma unica utilizagdo. As fibras
laser sdo produtos descartaveis e, devido

as caracteristicas do material e construgdo
especiais, ndo podem ser preparadas e
utilizadas de novo apds a sua utilizagéo.
AVISO: Evitar curvar ou dobrar as fibras de
maneira excessiva. Isto pode provocar a quebra
das fibras. O raio de curvatura minimo que
varia em fungéo da fibra encontra-se entre

os 1-3,5 cm (fibra de 230 um: 1,5 cm, fibra

de 365 um: 2,0 cm, fibra de 600 um: 3,5 cm).
Certificar-se de que isto também é respeitado
na posi¢cdo de armazenamento.

AVISO: Perigo de infegées e ferimentos: Depois
de aberta a embalagem, a fibra laser tem de ser
eliminada, mesmo que né&o tenha sido utilizada,
e deve utilizar-se uma nova.

AVISO: Perigo de ferimentos ao exceder

emballage ouvert, elle n'as pas été utilisée.
AVERTISSEMENT : Risque de blessure si la

P> B PP

dell’energia della fibra laser. Utilizzare la fibra

a poténcia e a energia maximas da fibra

> > P

puissance et I'énergie maximales de la fibre

laser sont dépassées. N'utiliser la fibre laser

qu’avec les appareils laser indiqués.

laser solo con le apparecchiature laser indicate.

P> > PP

laser: Utilizar as fibras laser somente com os

aparelhos de laser indicados.

N° de cde E,. [ P_.W
UL004 2 20
uL005 4 35
UL006 4 35

4 Emploi

Il est recommandé de vérifier que les équipements
sont bien adaptés a I'intervention prévue avant de
les utiliser.
» Tenir compte de la date de péremption.
« Ouvrir 'emballage d’origine juste avant 'emploi du
dispositif.
S’assurer du parfait état de I'emballage : des
emballages endommagés peuvent nuire a la stérilité
du dispositif.
« Respecter impérativement les regles aseptiques pour
retirer le dispositif de son emballage primaire.
« Vérifier le parfait état du dispositif, c’est-a-dire
I'absence de détérioration comme des fissures,
des déformations, etc. N'utiliser en aucun cas des
dispositifs en mauvais état.

N. Art. o ] o W]
UL004 2 20
UL005 4 35
UL006 4 35

4 Utilizzo

Prima dell’utilizzo si consiglia di verificare che i
prodotti siano adatti all’intervento pianificato.
» Rispettare la data di scadenza.

» Aprire la confezione originale solo appena prima
dell’'uso del prodotto.

» Durante I'estrazione del prodotto dalla confezione
primaria attenersi alle regole di asepsi.

+ Controllare che il prodotto non presenti punti
danneggiati come crepe, deformazioni, ecc.
Non utilizzare mai prodotti difettosi.

Controllare se la confezione & danneggiata: eventuali
danni possono compromettere la sterilita del prodotto.

Ref* ol W]
UL004 2 20
UL005 4 35
UL006 4 35

4 Manuseamento

E aconselhavel certificar-se da aplicagdo adequada

dos produtos antes de os utilizar na intervencao

planeada.

« Respeitar a data de validade.

« S¢ abrir a embalagem original imediatamente antes
da utilizagéo do produto.

< Verificar a embalagem quanto a danos: os danos
podem pér em causa a esterilidade do produto.

* Ao retirar o produto da embalagem primaria tém de
ser cumpridas as regras do manuseamento assético.

< Verificar se o produto ndo apresenta pontos
danificados, como fissuras, deformagées, etc.
Os produtos com defeitos ndo podem ser utilizados
em nenhuma circunstancia.
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4.1 Retrait de la fibre laser

de son emballage

. Ouvrir 'emballage stérile.

2. Retirer avec précaution la fibre laser et son support
de I'emballage stérile, dans le respect des mesures
aseptiques.

3. Prendre I'extrémité distale de la fibre laser du support
et dérouler la fibre laser en douceur.

4. Retirer le connecteur de son logement sur le support.

ATTENTION : Risque de dommage matériel :
' ne pas toucher la surface d’entrée de la lumiére.

-

ATTENTION : Risque de dommage matériel :
! ne pas abimer I'extrémité proximale de la fibre
laser.
REMARQUE : Eviter tout contact avec I'extrémité
de la fibre et tout encrassement de I'extrémité de
la fibre.

4.2 Branchement du connecteur
sur I'appareil laser
1. Enficher pour cela la prise dans le sens axial dans le
connecteur femelle de la fibre sur I'appareil laser.
2. Fixer la prise avec I'écrou en la serrant bien a la main.
ATTENTION : Risque de dommage matériel.
' Ne pas coincer le connecteur de la fibre laser.
Ne pas utiliser d’outil.

4.3 Test fonctionnel

Controler la transmission optique de la fibre laser.
1. Mettre I'appareil laser sous tension.

2. Raccorder la fibre laser.

Le laser pilote est alors disponible.

4.1 Rimozione della fibra laser
dalla confezione

. Aprire la confezione sterile.

2. Rimuovere con cautela la fibra laser insieme al

relativo supporto dalla confezione sterile in condizioni
asettiche.

3. Afferrare I'estremita distale della fibra laser dal
supporto e srotolare la fibra laser con cautela dal
supporto.

4. Rimuovere il connettore dalla relativa base sul
supporto.

AVVERTENZA: Pericolo di danni materiali: Non

l toccare la superficie di ingresso della luce.

-

AVVERTENZA: Pericolo di danni materiali: Non
! danneggiare I'estremita prossimale della fibra
laser.
NOTA: Evitare il contatto con I'estremita della fibra
e che quest'ultima si sporchi.

4.2 Collegamento del connettore
all’apparecchiatura laser

1. Per farlo, inserire il connettore in direzione assiale
nella presa della fibra presente sull'apparecchiatura
laser.

2. Fissare il connettore stringendo a fondo il dado.

AVVERTENZA: Pericolo di danni materiali:
| Non inclinare il connettore della fibra laser. Non
utilizzare alcun utensile.

4.3 Prova di funzionamento
Controllare la trasmissione ottica della fibra laser.
1. Accendere I'apparecchiatura laser.

2. Collegare la fibra laser.

E disponibile il laser pilota.

Calculase = rouge,

Calculase = rosso,

Calculase Il et Calculase Il = vert.

Calculase Il e Calculase Il = verde.

3. Vérifier 'image distale de la lumiére émise par le laser
pilote.

Transmission optique de la fibre laser correcte

La transmission optique de la fibre laser est correcte
lorsque le laser pilote génére, a une distance de

5 a 10 cm de 'extrémité distale de la fibre, une tache
ronde de lumiére homogeéne.

Transmission optique de la fibre laser incorrecte

La transmission optique de la fibre laser est incorrecte
lorsque la tache n’est pas ronde, sa clarté est irréguliére
ou sa puissance est inégale (trainée lumineuse).

3. Controllare la rappresentazione distale della luce del
laser pilota.

La trasmissione ottica della fibra laser & corretta

La trasmissione ottica della fibra laser & corretta se il
laser pilota ad una distanza di 5 — 10 cm dall’estremita
distale della fibra produce una macchia circolare ed
uniformemente chiara.

La trasmissione ottica della fibra laser non é corretta
La trasmissione ottica della fibra laser non é corretta

se la rappresentazione non é circolare, non &

4.1 Retirar a fibra laser da embalagem

1. Abrir a embalagem esterilizada.

2. Retirar cuidadosamente da embalagem esterilizada
a fibra laser juntamente com o respetivo suporte,
respeitando os cuidados de assepsia.

3. Retirar a extremidade distal da fibra laser do suporte
e desenrolar cuidadosamente a fibra laser do suporte.

4. Retirar o conector do apoio no suporte.

' CUIDADO: Perigo de danos materiais: Nao

tocar na superficie de entrada de luz.

CUIDADO: Perigo de danos materiais: Nao
danificar a extremidade proximal da fibra laser.

@ NOTA: Evitar o contacto com a superficie terminal
da fibra e sujidade na superficie terminal da fibra.

4.2 Ligar o conector ao aparelho
de laser
1. Para o fazer, encaixar axialmente o conector na
tomada da fibra do aparelho de laser.
2. Fixar o conector com a porca apertando-o bem com
a mao.
' CUIDADO: Perigo de danos materiais: Nao
inclinar o conector de fibra laser. Nao utilizar
quaisquer ferramentas.

4.3 Teste de funcionamento
Verificar a transmissao o6tica da fibra laser.
1. Ligar o aparelho de laser.

2. Ligar a fibra laser.

O laser piloto esta a sua disposicao.

Calculase = vermelho,

Calculase Il e Calculase Il = verde.

3. Verificar a figura distal da luz do laser piloto.

A transmissao 6tica da fibra laser esta OK

A transmisséo 6tica da fibra laser esta OK se o laser
piloto produzir uma mancha clara, redonda e uniforme
a uma distancia de 5 — 10 cm da extremidade distal da
fibra.

A transmissao 6tica da fibra laser ndo esta OK

A transmissé&o 6tica da fibra laser ndo esta OK se a
figura projetada for deformada, apresentar uma cor
irregular ou for acentuadamente irregular (cauda de
cometa).
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1. Dans ce cas, vérifier la surface proximale de la fibre
laser et la préparer a nouveau.

Remplacer la fibre laser s’il s’avére impossible

d’obtenir un rayon laser pilote rond et lorsque les

résultats thérapeutiques ne sont pas satisfaisants.

5 Description de la fibre

Il est possible d’appliquer diverses énergies d’impulsion
et des puissances de laser moyennes en fonction du
type de fibre (voir mode d'emploi de I'appareil laser
Calculase, Calculase Il ou Calculase ).

5.1 Préparation de la fibre

Les fibres sont des fibres de quartz avec protection

extérieure en plastique. Elles peuvent étre préparées

pendant l'intervention.

1. Retirer la gaine de protection a l'aide du dénudeur
approprié du kit de préparation des fibres.

2. Préparer la pointe de la fibre avec un couteau en
céramique (voir mode d'emploi Calculase | - llI).

AVIS : Risque de dommage matériel : utiliser

' le kit de préparation pour fibres stérilisable

de KARL STORZ pour une rectification

peropératoire de I'extrémité distale de la fibre

laser utilisée.

REMARQUE : Longueur a dénuder de
10a 15 mm.

5.2 Retrait de la fibre laser
1. Mettre I'appareil en mode veilleuse.

2. Retirer la fibre laser.
3. Eliminer les fibres & usage unique.

uniformemente chiara o & eccessivamente irregolare

(coda di cometa).

1. In questo caso controllare I'area prossimale della fibra
laser e preparare la fibra laser.

Se ancora non si ottiene un raggio pilota circolare,

occorre sostituire la fibra laser se i risultati della

terapia non sono adeguati.

5 Descrizione della fibra

In base al tipo di fibra € possibile applicare diverse
energie a impulsi e prestazioni laser medie (vedere
il manuale d’istruzioni dell’apparecchiatura laser
Calculase, Calculase Il e Calculase IlI).

5.1 Preparazione della fibra

Le fibre sono realizzate in quarzo con protezione esterna

in plastica. Possono essere preparate in fase operatoria.

1. Rimuovere la guaina di protezione con l'apposito
stripper contenuto nel set di preparazione della fibra.

2. Preparare la punta della fibra con il cutter in ceramica
(vedere anche il manuale d’istruzioni Calculase | - IlI).

AVVERTENZA: Pericolo di danni materiali:

l Utilizzare il set di preparazione delle fibre

KARL STORZ sterilizzabile se si usano le

fibre laser per il trattamento intraoperatorio

dell’estremita distale della fibra laser.

® NOTA: Lunghezza spelatura 10 — 15 mm.

5.2 Rimozione della fibra laser

1. Impostare I'apparecchiatura nella modalita Standby.
2. Rimuovere la fibra laser.

3. Smaltire le fibre monouso.

1. Neste caso, verificar a superficie proximal da fibra
laser e voltar a preparar a fibra laser.

Se o raio piloto continuar a ndo emitir uma figura

redonda, a fibra laser tem de ser substituida em caso

de resultados de terapia insuficientes.

5 Descrigao da fibra

Dependendo do tipo de fibra, podem aplicar-se diversas
energias de impulso e poténcias de laser médias (ver
manual de instrugdes dos aparelhos de laser Calculase,
Calculase Il ou Calculase IlI).

5.1 Preparagao da fibra

As fibras sao fibras de quartzo com uma protecéo

exterior em plastico. Estas permitem uma preparagéo

intraoperativa.

1. Remover a camada protetora com o respetivo
descarnador de fibras incluido no kit de preparagao
de fibras.

2. Preparar a extremidade da fibra com a faca ceramica
(ver também o manual de instrugdes Calculase | - IlI).

l CUIDADO: Perigo de danos materiais: Ao

trabalhar com fibras laser, utilizar o kit de
preparagdo de fibras esterilizavel KARL STORZ
para o reprocessamento intraoperativo da
extremidade distal da fibra laser.

NOTA: Comprimento de remogéo do isolamento

10 - 15 mm.

5.2 Remover a fibra laser

1. Colocar o aparelho no modo Standby.
2. Remover a fibra laser.

3. Eliminar as fibras descartaveis.
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6 Conditions d’utilisation/
de stockage
Le dispositif doit étre stocké dans un endroit propre et

sec, a |'abri des rayons directs du soleil et ne doit plus
étre utilisé aprés écoulement de la date de péremption.

6 Condizioni di impiego/
stoccaggio
Il prodotto deve essere conservato in luogo pulito e

asciutto lontano dalla luce diretta del sole e non deve piu
essere utilizzato dopo la data di scadenza.

6 Condigdes de utilizagao/
armazenamento
O produto tem de ser armazenado em local limpo e seco

e protegido da luz solar direta, e ndo pode ser utilizado
depois de expirada a data de validade.

Température Humidité relative Temperatura Umidita relativa Temperatura Humidade relativa
Stockage -20°Ca+60°C | 10 % a 90 % Stoccaggio -20 °C...+60 °C 10 %...90 % Lagerung | -20 °C...+60 °C 10 %...90 %
Utilisation | +10°Ca+40°C | 30% a70 % Impiego +10°C...+40°C | 30 %...70 % Aplicagdo | +10°C...+40°C | 30 %...70 %
7 Elimination 7 Smaltimento 7 Eliminagao

L’élimination de ces dispositifs médicaux ne nécessite
aucune mesure particuliere. Lors de I'élimination, se
conformer aux |égislations et réglementations locales et
nationales en vigueur.

8 Conformité a la directive

Ce dispositif médical présente le marquage CE de
conformité, conformément a la directive médicale
MDD 93/42/CEE. Un code placé aprés le sigle CE de
conformité fait référence a I'organisme responsable.

9 Réparations et modifications
Toute réparation et toute modification effectuées
sur l'instrument par des personnes non habilitées
sont interdites et dégagent le fabricant de toute
responsabilité.

Lo smaltimento non richiede misure particolari. Per lo
smaltimento attenersi alle leggi e alle disposizioni in
vigore a livello locale e nazionale.

8 Conformita alla direttiva

Questo prodotto medicale & contrassegnato dal marchio
CE in conformita alla Medical Device Directive (MDD)
93/42/CEE. Se al marchio CE viene posposto un numero
identificativo, tale numero indica I'ente notificato di
competenza.

9 Riparazioni e modifiche

Qualsiasi riparazione e modifica apportata allo strumento
da parte di persone non autorizzate & vietata ed esonera
il produttore da ogni responsabilita.

N&o sé@o necessarias quaisquer medidas especiais no
que se refere a eliminagdo. Para a eliminagédo observar
as respetivas leis e disposi¢cdes locais e nacionais em
vigor.

8 Conformidade com as diretivas
A este dispositivo médico foi aposta a marcacédo CE
segundo a diretiva sobre dispositivos médicos (MDD)
93/42/CEE. O numero de identificagdo posposto a
marcacdo CE identifica o organismo competente
notificado.

9 Reparacgoes e alteragoes

As reparagdes e alteragdes no instrumento realizadas
por pessoas nao autorizadas ndo sao permitidas e
eximem o fabricante de qualquer responsabilidade.
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10 Signification des symboles

10 Spiegazione dei simboli

10 Explicagado dos simbolos

Symbole Signification

Simbolo Significato

Simbolo Significado

“ Fabricant

“ Fabbricante

“ Fabricante

Marquage particulier —

Passivation. Un numéro de
26008KA | commande souligné permet

d’identifier le produit passivé.

Code de lot

- Nombre de produits
dans I'emballage

3

T Craint 'humidité

Conformément a la loi

fédérale américaine (CFR 21,

RxOnIy Partie 801.109), ce produit ne
peut étre vendu qu’a un médecin

ou que sur sa prescription

(« licensed physician »).

1 Symboles d’emballage

Pour connaitre la signification des symboles imprimés
sur 'emballage, consulter la notice explicative

« Symboles d’emballage, n° de mat. 96216316DF ».
Cette notice est téléchargeable sur le site
www.karlstorz.com.

Marcatura speciale —
passivazione. Gli articoli sottoposti
26008 KA | @ passivazione vengono

~ | identificati tramite il numero
articolo sottolineato.

Codice del lotto

- Numero di prodotti nella
confezione del prodotto

E

‘ “ J
5
T Mantenere asciutto

Secondo la legge federale
statunitense (21 CFR 801.109),
RxOnIy questo prodotto puo essere
venduto esclusivamente a un
medico o dietro prescrizione di un
medico (“licensed physician”).

11 Simboli sulla confezione

Il significato dei simboli stampati sulla confezione
€ riportato sul foglietto illustrativo “Simbologia sulla
confezione” 96216316DF. Il foglietto & scaricabile
allindirizzo www .karlstorz.com.

Marcagdes especiais —

passivagdo. Os produtos
26008KA | passivados s&o identificados pelo

sublinhado na referéncia.

Codigo do lote

Quantidade de produtos
na embalagem

El
|

‘ “ J
%
T Guardar seco

Nos termos da lei federal dos
EUA (21 CFR 801.109), este
RxOnly produto s6 pode ser vendido a um
médico ou por disposigao de um
meédico (“licensed physician”).

1 Simbolos da embalagem

O significado dos simbolos impressos na embalagem
pode ser consultado no folheto “Simbolos da
embalagem, ref.? 96216316DF”. Pode fazer o download
do mesmo em www.karlstorz.com.
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Symbol description

WARNING: Failure to observe may result
in injury or even death.

CAUTION: Failure to observe may result
in damage to or even destruction of the
product.

NOTE: Special information on the
operation of the instrument.

Consult instructions for use

Manufacturer

MosicHeHne cumBonoB

MPEAOYNPEXOEHUE: HecobniogeHne
MOXET MPUBECTU K TPaBMUPOBAHUIO NN
cmMepTu.

OCTOPOXHO: HecobnogeHne Moxet
MPUBECTY K MOBPEXAEHNIO UMW MOSTOMKE
naaenus.

YKA3AHMUE: Ocobkle cBegeHns rno
aKcryataymm MHCTPYMEHTA.

O6paTtnTech K MHCTPYKLMK No
NPYMEHEHMNIO

“ Marotosutens

n BE  TEFASHZHREGRLR.

| AR TEFLS B~ RIRART,

BT | BXRAEWMBR R EHRER,

®
EE] SEERREATH
™

1 Article numbers

UL004, UL005, UL006

2 Intended use

The optical fibers (laser fibers) are designed for use

in connection with the Calculase, Calculase Il and
Calculase Il laser units from KARL STORZ in the
wavelength spectrum of 2100 nm.

They are intended for use in operating rooms and
doctors’ offices for human lithotripsy applications and for
the cutting, ablation and vaporization of tissue.

2.1 Indications

The use of single-use laser fibers is indicated if the

following is indicated in the opinion of the attending

physician.

Lithotripsy:

Stones of all types in the ureteral system (urethra, ureter,

bladder and kidneys), bile duct, gall bladder, salivary

duct and salivary glands

Urology:

* Holmium laser ablation — HoLAP

* Holmium laser resection of the prostate — HoLRP

* Holmium laser enucleation of the prostate — HoOLEP

« Obstruction of the bladder neck

« Prostate and bladder incision

* Hemostasis, vaporization and excision for
treatment of benign prostatic hyperplasia

« Superficial and invasive bladder, urethral and
ureter tumors

« Condylomata

He pacnpocTtpansieTcss Ha CLUA n Kanapy!
Ons knueHToB Ha TeppuTopun CLUA n Kanagbi
npeaycMoTpeHa otAenbHasA UHCTPYKLUSA No
akcnnyaTtauuu B CLLA!

1 Homepa no karanory
UL004, UL005, UL006

2 LleneBoe Ha3HauyeHue
CBeTONpOBOASLLYE BONOKHA (NasepHble BOMOKHA) NpeaHa-
3HaAYeHbl AN UCTONb30BaHUS B COMETAHUM C Na3epHbIMU
annapatamm Calculase, Calculase Il n Calculase Ill npous-
BoactBa KARL STORZ B gnana3soHe AnvH BonH 2100 HM.
LlenesbiM HasHayYeHNeM sIBNSETCS MPUMEHEHWE B one-
PaLMOHHBIX UNK BpayeBHbIX kabuHeTax B MeAULIMHCKUX
Liensix BO BPEMS NIUTOTPUNCUN U ANst pe3aHus, abnauum
1 Banopusauum TkaHen.

2.1 lNokasaHusa

Mp1MeHeH1e 0AHOPA30BbLIX BOSIOKOH MOKa3aHo, ecru, no
MHEHUIO NneYallero Bpaya, CyLLleCTByeT nokasaHue ona
NPOBELEHNS HUKEYKa3aHHbIX BMELLATENbCTB.
NntoTpuncus:

KamHuW No6oro Tuna B MOYEBLIBOASLLEN cucteme (ypeTpa,
MOYETOYHUK, MOYEeBOW ny3blpb U I'IOHKI/I), XXen4yHoMm npoTokKe,

XKENYHOM ny3blpe, COHHBIX NPOTOKaxX U CNHOHHbIX Xenes3ax.

Yponorus:

* ronbmueBast nasepHas abnauusa npoctatel — HOLAP,

* ronbmueBast nasepHas pesekuus npoctatel — HOLRP,

* ronbMmveBast nasepHas aHykneaumst npocratbl — HOLEP,

*  0BCTPYKUMS LLIEKM MOYEBOTO My3bIps,

*  VMHLW3Ms NpocTaThl M MOYEBOTO My3bips,

* remocTas, Barnopu3aLms 1 3KCLM3Usa Npu NeveHnm
no6pokavecTBEHHO rnepnnasnm npocTarhl,

* MOBEPXHOCTHbIE U MHBA3NBHbIE OMYyXOSIM MOYEBOrO
ny3bIpsi, YPeTpbl U MOYETOYHMKA,

*  KOHOWUMOMBI,

TERTEERMEX !
BEREMNEXREFSARILEIHRILN T BIRES

( US Instruction ) !

1 Fmims
UL004., UL005, ULOO6

2 MERE

SHT4 (B4 ) IBES KARL STORZ HXi&%&
Calculase, Calculase Il fl Calculase Ill BBE&EA , EA
R KSEE 7 2100 nm,

FHATENAEREREFAZRYETAKER
R, IPELRHATE., HRCRE,
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o BUBKBIPIRREREAR ( HOLAP )

o BRI BIRREIBRAR ( HOLRP )

- BB ETBIRRBIBRAR ( HOLEP )
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« Strictures and stenoses in the urinary tracts

« Ureteroscopic laser papillotomy

« Laser endoureterotomy

< Laser endopyelotomy

« Laser urethrotomy

« Urothelial tumors of the upper urinary tracts (UUT-UT)
« Treatment of ureteropelvic junction obstruction

¢ Multitract MPCNL

» Primary or refractory urethral stricture with holmium
laser endourethrotomy (HLU)

2.2 Contraindications

No contraindications relating directly to the product are
currently known.

The laser fiber must not be used if, in the opinion of
the responsible physician, the health of the patient is
endangered through such use, e.g., due to the general
condition of the patient.

Improper use, reprocessing and multiple use of the
laser fiber transmission (other than the intended use) is
prohibited for safety reasons.

Unauthorized conversions or modifications to the laser
fiber are not permitted for safety reasons.

3 Safety instructions
WARNING: Risk of infection and injury: Only
A use the laser fiber if the packaging is intact
and the expiry date has not been exceeded.
Observe the recommended storage time for
medical devices.
CAUTION: Risk of material damage when
' inserting the laser fiber into endoscopes. Only
insert the laser fiber when the working channels
are straight. No laser light emission inside the
endoscope.

this end, compare the details on the protective
glasses with the details in the manual for the
relevant laser unit.

WARNING: Risk of injury: Damaged laser fibers
can lead to injuries to the patient. Laser fibers
and accessories used in combination must be
checked immediately before each application to
make sure they are complete, free from damage
and in full working order. Broken laser fiber
parts must not be left inside the patient.

WARNING: Risk of injury: Be sure to wear
protective glasses tailored to the laser used. To

* CTPWKTYPbl N CTEHO3bl MOYEBbLIBOAALLMX NYyTEN,

* ypeTepockonuyeckas nasepHas nanunnoTomus,

* nasepHasi 9HA0ypeTEepPOTOMUS,

* nasepHasi 3HAOMMENIOTOMYS,

* nasepHasl ypeTpoTomus,

* ypoTenuanbHble OnyXonn BEPXHUX MOYEBbIBOAALLINX
nyteii (UUT-UT),

* IIeYeHUe CyXeHWs NuenoypeTeparnbHOro CerMeHTa,

* MarnouHBasuBHas YPECKOXKHAs MyHKUMOHHAS
HedponutoTpuncus (Multitract MPCNL),

* nepBuYHas Unu pedpakTepHasi CTPUKTypa ypeTpbl ¢
ronbM1eBoW nasepHon aHaoypeTpoTommert (HLU).

2.2 [MpoTtuBonokasaHus

MpoTuBONOKa3aHNsi, KOTOPblE OTHOCSTCS HEMOCPEA-
CTBEHHO K nsienuio, B Hactosdlee BpemMsa He U3BECTHbI.
MpyMeHeHWe nasepHOro BOMOKHa NPOTUBOMNOKa3aHo,
ecnu, No MHEHUO OTBETCTBEHHOIO Bpa4a, Takoe npume-
HEeHne conpskeHo C OnacHOCTbK And nauueHTa, Hanpu-
Mep, BCMEACTBME OBLLEro COCTOSIHWS NauyeHTa.

TMo6oe Mcronb30BaHNe NA3epHOro BOMNokHa, BbIXOAsILLEE 3a
PaMK/ BbiLLEyKa3aHHOro, a Takke NoBTopHasa 06pa60TKa N MHO-
rOKpaTHOE UCroNb3oBaHKe, SBNSIETCS UCMONb30BaHUEM He Mo
Ha3HaYEHMI0 1 3anpeLLeHo 13 cooBpaxeHii GeaonacHocTy.
CamoBornbHas MOﬂI/I(*)VIKaLU/Iﬂ WUnn UaMeHeHune nasepHoro
BOJIOKHa No npuynHam 6e3onacHocTu 3anpeLleHbl.

3 YkasaHusa no TexHuke 6e3onacHocTn
NMPEOYNPEXOEHUE: Puck 3apaxeHusi n onac-
A HOCTb TPaBMUPOBaHUSI: UCMOMNb3YVTe fa3epHbie
BOJIOKHa TOJIbKO B TOM Crlyyae, eciv ynakoBka
He noBpexzaeHa 1 cpoK rogHOCTU He UCTEK.
Cobnioaaiite peKoMeHayeMblii CPOK XpaHeH!s!
MEANLMHCKUX U3[ENNI.
l OCTOPOXHO: OnacHocTb maTepuanbHOro
yiepba rnpv BBeAEHUM N1a3ePHOro BOIOKHA B 3H-
Aockorn. Pabouunii kaHan JomKeH 6biTb BbIMPsiMIeH
BO BpeMsi BBEEHUSI B HEMO /1a3€PHOro BOOKHA.
He ponyckatb n1asepHoro uany4eHusi B 3Hgockore.
MPERYMNPEXAEHUE: OnacHocTb TpaBm: He 3abbl-
BaifTe Mob30BaThCs 3aLUUTHBIMU OYKaMy, Creyu-
arnbHo MofobpaHHLIMY B 3aBUCUMOCTY OT UCMOSb3Y-
emoro nasepa. CpaBHUTE CBEAEHUS Ha 3aLYMTHBIX
OYKax C yKkasaHusIMU B MIHCTPYKUMM 110 SKCryaTa-
Ljum COOTBETCTBYIOLLIErO 1a3epHoOro annapara.

n NMPEAQYMNPEXAOEHUE: OnacHocTb TpaBMUpoBa-

HUS1: NOBPEXAEHHbIE Nas3epHble BOIOKHa MOryT
MpUBECTY K TPaBMMPOBaHUIO nayveHTa. Hernocpea-
CTBEHHO nepe KaxzabIM MPUMEHEeHNeM Na3epHbIX
BOJIOKOH 11 COBMECTHO UCMOMb3YeMbIX MPUHaANIEX-
HOCTel HeobX0AUMO MPOBEPSTL BE3YNPEYHOCTb UX
coCTOsIHUS, paboTOCMOCOBHOCTb M KOMIMIIEKTHOCTb.
OTriomaBLLMeECs] (hparMeHTbl 1a3epHOro BOrokHa
He [OmKHbI OCTaBaTbCsl B TEe nayneHTa.

« BABEATDFR

© MEREIFAR

« LRRER LR A

- BITBE&HHARE

- ZBENMZKERIMAR

« BUBCERIRE LI RATT R AR MR M PRE R
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% BFEEEMHERZRER,
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nasepHble BOJIOKHA)

&

WARNING: Risk of fire: Laser light from Class 4
lasers represents a source of ignition. When
using the laser fiber, take suitable measures to
prevent laser-induced fires and explosions.
WARNING: Risk of infection and injury:

This product is sterile on delivery and is only
intended for single use. Laser fibers are
disposable products, the special design and
material properties of which mean that they may
only be reprocessed and used once.

WARNING: Avoid extreme bending or tight

A

MPEAQYMNPEXOEHUE: OnacHocTb noxapa:
nasepHble u3genus 4-oro Kracca reHepupyoT
WU3IyYeHue, KOTOPOE CO34aeT OMacHOCTb BO3rO-
paHus. [Npu ncrnonb3oBaHUM Na3epHOro BOIOKHa
npUMUTE MEPBI MO NPEAOTBPALLEHMIO MOXaPOB U
B3PbIBOB, BbI3BaHHbIX BO3ZeViCTBUEM fla3epa.
MPEAQYMNPEXOEHUE: Puck 3apaxeHusi n onac-
HOCTb TpaBMUPOBaHWS: AaHHOe n3genve nocTas-
NISIeTCS CTEPUIbHBIM U MPEAHA3HAYEHO TONILKO
A1151 0AHOPa30BOro UCronb3oBaHus. JlazepHble
BOJSIOKHA SIBIISIOTCS] OAHOPAa30BbIMU U3[ETUAMM,
M rocre UCnonb30BaHWsl UX HeMb3s1 MOBTOPHO

BEMERR  FEPHYKMEE 4%, F
AR A MEEIR . EF T4, M IF R Z R
KB IRFABS #E 1

BE  BRREGER  ABHN—ARMETE, T
BESHEHANBRRE, BIETER—RHE™
fa , AESHAGEN R R E A E#T
BREIEHEEREA.

BE  BENETHRBITAE , TESHTE
WR. 1cm-3.5cm ZEIMLFE | RDEH¥
&2 HH (230 um: 1.5 cm, 365 um: 2.0 cm,
600 um: 3.5cm ) » BRIEFFHF th AIE1E L

winding of the fiber. This could cause the fiber to i w3,
break. The minimum bending radius is between obpaobareiBatb 1 NCMOMb30BaTL U3-3a creynarbs- . R
1 and 3.5 cm, depending on the fiber (230 um HOVi KOHCTPYKLMW 1 CBOVICTB Matepuana. BE  BREZERK  MBRAEEHHF , it

fiber: 1.5 cm, 365 um fiber: 2.0 cm, 600 um
fiber: 3.5 cm). Ensure that this is also taken into
consideration for storage.

WARNING: Risk of infection and injury: After

L L <

> B> b

NPEAYINPEXOEHUE: V3beraiite YypeamepHoro

u3rnba na3epHbix BOJIOKOH. OTO MOXET MPUBECTU K
nepenomy BosiokHa. MuHumarnbHbIi paauyc nsrnba
COCTaBIISIET, B 3aBUCUMOCTU OT BosiokHa, 1— 3,5 cm

BRABYAFERECH , GRFEHERAAK
FFEBF o

BE  SBEHMKTERADEAGERNT , 7
EZER  RIREAS BT E TR BE

opening the packaging, a laser fiber which is not (BornokHo 230 Mkm: 1,5 cM, BOMIOKHO 365 MKM: RE,
used must be disposed of and a new fiber used. 2,0 cm, BorokHo 600 mkm: 3,5 cm). HarHble Tpebo-
WARNING: Risk of injury if the maximum output BaHUS AOMKHb! yUUTBIBATLCS U MU XDAHEHIN. RS E o] e [WV]
and energy of the laser fiber is exceeded. Only NPEAYNPEXAEHUE: Puck 3apaxetns n UL004 2 20
use laser fibers with the specified laser units. 0nacHoCTb TpaBMUPOBaHWS: NOCI1€ BCKPbITUS
YNaKoBKM yTUAN3NPOBATL HENCTONb3yemMoe UL005 4 35
o Y1 e LWV] Jia3epHoe BOTOKHO U UCMOb30BaTk HOBOE.
5 20 NPEAOYNPEXOEHUE: OnacHocTb TpaBmMu- uL0o06 4 35
POBaHUS NpY MPEBBLILIEHNN MaKCUMAaTbHOTO
4 35 YPOBHS MOLLHOCTY 1 SHEPrN Ia3epPHOr0 BOSIOK-
Ha: MCronb3yliTe nasepHoe BOSIOKHO TOMbKO C
UL006 4 35 yKasaHHbIMY a3epHbIMY annapaTamu.
Ne no kart. E . (0K P o [BT]
UL004 2 20
UL005 4 35
ULO006 4 35
4 Handling 4 Okcnnyartaums 4 #BR{E

It is recommended that the suitability of the devices
for the intended procedure be checked prior to use.

Note the expiry date.

The original packaging must not be opened until
immediately before the product is used.

Check the packaging for damage: Damaged
packaging may compromise the sterility of the
product.

When removing the product from the primary
packaging, the rules of aseptic handling must be
followed.

The product must be examined for damage such as

cracks, deformations, etc. Defective products must not

be used under any circumstances.

Mepean ncnonb3oBaHUEM U3Lenuii pekomeHayeTcs
NpoBepuUTb MX Ha NPUroAHOCTbL ANA NpeAnonarae-
MOW onepauuu.

O6paTtnTe BHMaHME Ha CPOK XPaHEHWS.
OTkpbiBaiTe OPUrMHANBHYIO YNaKoBKY
HenocpeACcTBEHHO Nepes, NPUMEHeHNeM U3Lenus.
[MpoBepbTe ynakoBKy Ha OTCYTCTBUE MOBPEXAEHUN:
B CIyyae NoBpeXAeHHOW YNaKkoBKN CTEPUIILHOCTb
13enus He rapaHTMpyeTcs.

[Mpu n3BneyveHnn n3genns n3 NepBUYHON YNakoBKu
Heobxoaumo cobnioaTb nNpaBuna acenTuku.
MpoBepbTe nsgenue Ha Hannyme AedeKToB, TakX Kak
TpeLmHbl, aedopmauum u np. Kateropuyecku sanpe-
LLI@eTCst UCMOsIb30BaTh NOBPEXAEHHbIe N3Aenis.

BYWHEERZA, REFRETERATERTHFR,

.

EEF R E S,
RRE-RAF RS~ REBRK.
ﬁﬁ?‘ﬁu@ﬁ%@?ﬁ% CBERBREERTROTE

FrmMEBERHZE , FOERETFTELENM
BEREFREEEZIROLS , W RE, TFE &
1L fE R IRIAEI = o
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4.1 Removing the laser fiber

from the packaging

. Open the sterile packaging.

2. Under aseptic conditions, carefully remove the laser
fiber together with the laser fiber carrier from the
sterile packaging.

3. Remove the distal laser end from the carrier and
carefully unwind the laser fiber from the carrier.

4. Remove the connector from the holder on the carrier.

CAUTION: Risk of material damage: Do not

' touch the light entrance surface.

-

CAUTION: Risk of material damage: Do not
! damage the proximal light fiber end.

NOTE: Avoid contact with the the fiber end and do
not soil the fiber end.

4.2 Plugging the connector
into the laser device
1. To do so, plug the connector axially into the fiber
socket on the laser device.
2. Fix the connector with the nut and tighten by hand.

CAUTION: Risk of material damage: Do not tilt
' the laser fiber connector. Do not use tools.

4.3  Functional test

Check optical laser fiber transmission.
1. Switch the laser device on.

2. Connect the laser fiber.

The aiming beam is now available.

Calculase = red,

Calculase Il and Calculase Il = green.

3. Check the distal reproduction of the aiming beam
light.

Optical laser fiber transmission is OK

Optical laser fiber transmission is OK if the aiming beam
produces a round, evenly bright mark at a distance of

5 to 10 cm from the distal fiber end.

Optical laser fiber transmission is not OK

Optical laser fiber transmission is not OK if the mark
produced is not round, is unevenly bright or is extremely
irregular (comet tail).

4.1 W3Bne4yeHue nasepHoro
BOJIOKHA U3 YNaKOBKU

. OTKpoOIWiTe CTEPUNBHYIO YNaKOBKY.

2. OCTOpPOXHO WU3BIIEKUTE NasepHOe BOMOKHO K
AepxaTernb BONOKHA U3 CTEPUNbHON YNaKoBKU,
cobniogas npasuna acenTuku.

3. CHUMUWTE AucTanbHbIii KOHEL, BOSIOKHA C AepxaTenst n
OCTOPOXHO pasmoTaiiTe BONOKHO C AepXaTensi.

4. /3BneknTe KOHHEKTOP U3 KpenmneHusi Ha Aepxarene.
OCTOPOXHO: OnacHocTb MaTepuanbHOro
yuwepba: He npukacaniTechb K MOBEPXHOCTN
BXOZJHOro TOpLa S1la3epHOro BOSIOKHA.
OCTOPOXHO: OnacHocTb MaTepuarnbHOro
ywepba: nsberasite noBpexaeHi
MPOKCUMAIbHOO KOHLa f1a3epHOro BOMOKHa.

YKA3AHMUE: V136eraviTe KOHTaKkTa ¢ TOpL4eBo

4acTblo BOSIOKHA, YTOBbI HE 4OMYCTUTL ee

3arpsi3HEHNS.

-

O [=][=

4.2 [opknoyeHne KOHHeKTopa K
na3epHoMmy annaparty

1. MoakntounTe KOHHEKTOP K COOTBETCTBYIOLLIEMY
pa3beMy Ha nasepHom annapare.

2. OT pyKku 3aTSIHUTE KOHHEKTOP rankon, YTobbl
3adukcnpoBaThb ero.

l OCTOPOXHO: OnacHocTb MaTepuarnbHOro

ywepba: He gornyckaiTe nepekoca KOHHEKTopa
nasepHoro BorokHa. He ucnonbayiite
WUHCTPYMEHTBI.

4.3 [poBepka PyHKUNOHMPOBAHUS

MpoBepbTE OMNTUYECKYHO MPOMYCKHYIO CNOCOGHOCTH
NasepHOro BOMOKHA.

1. BkntounTe nasepHblii annapar.
2. MoaknounTe nasepHoe BOMOKHO.
B Bawem pacnopsixkeHUu ecTb NUNOTHLIX nasep.

Calculase = kpacHbliA,

Calculase Il n Calculase Il = 3eneHsbii.

3. MNpoBepbTe HanM4yMe Ha AUCTanbHOM KOHLe
U3MyYeHUst NUNOTHOro nasepa.

OnTuyeckas NponyckHasi CNOCOBGHOCTb Nna3epHoro
BOJIOKHA B HOpMe

OnTnyeckas nponyckHasi CnocobHOCTb NasepHoro
BOJIOKHa B HOPMe, eCnyi NMUIOTHBIV Na3ep Ha paccTosIHUN
5-10 cm OT AuCTanbHOro KoHLa BOMOKHA co3aaeTt
Kpyrrnoe nATHO paBHOMEPHOW SPKOCTY.

OnTuyeckas NponyckHasi CNOCOGHOCTb na3epHoro
BOJIOKHA HE B HOpME

4.1 MBEREEHALTLHE,
1. IR ERa%.
2. gﬁawﬁq: RS 4 S XRARANER QR

3. BT AR MR ERT H/ O RIT AT 4
4. NXZRERT L,
| 3R BTFRR MR X ORE,

| AR RIRBR IR BT R ITI

@ 187 AT R IR EH B R EZF TR,

TR B AR A RS EAE N IEFE T,
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IR RABR  BRELFE , TEEAFT
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4.3  ITHEER
BERHT RO LR,
1. BEEHE.

2. EEMH T,
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Calculase = 4 ,

Calculase Il % Calculase Ill = &,
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1. In this case, check the proximal laser fiber surface
and trim the laser fiber.

If you are still unable to achieve a round aiming

beam, the laser fiber must be replaced if treatment

results prove inadequate.

5 Description of the fiber

Depending on the fiber type, various pulse energies and
medium laser outputs can be applied (see instruction
manual of the Calculase, Calculase Il or Calculase
laser devices).

5.1  Trimming the fiber

The fibers are quartz fibers with a protective plastic

exterior. They can be trimmed intraoperatively.

1. Remove the protective jacket using the respective
fiber stripper from the fiber trimming set.

2. Trim the tip of the fiber using the ceramic knife
(see Calculase | - Ill instruction manuals).

' CAUTION: Risk of material damage: Use the

sterilizable KARL STORZ fiber trimming set

when handling laser fibers for intraoperative

reprocessing of the distal end of the laser fiber.

@ NOTE: Stripping length 10 — 15 mm.

5.2 Removing the laser fiber
1. Switch the device to standby mode.

2. Remove the laser fiber.

3. Dispose of the fiber for single use.

OnTnyeckas nponyckHasi CnocobHOCTb NasepHoro
BOIOKHA He B HOpMeE, eCcrn nosy4yaeMoe NsaTHO
Hekpyrnoe, HepaBHOMEPHO SIPKOe WIn MeeT
HeperynsipHyto popmy (XBOCT KOMETbI).
1. B aTom crnyyae npoBepbTe NPOKCUManbHYo NoBepx-
HOCTb NnasepHOro BonokHa 1 JoobpaboTaiTe BONOKHO.
Ecnu nocne 3Toro He yaaeTcs NONy4YuTb Kpyrnbin
nyy NUNOTHOro nasepa, nasepHoe BOJIOKHO NOHaAo-
6UTCA 3aMeHUTb B Criy4ae HeloCTaTOYHbIX pe3yrb-
TaToB Tepanum.

5 OnucaHue BONOKHaA

B 3aBMCMMOCTU OT TMNa BONIOKHA BO3MOXHO MPUIIOXKEHNE
PasHbIX 3HA4YEHWI UMMYIbCHOW SHEPrUK U CpeHew MOLL-
HOCTW nasepa (CM. MHCTPYKLWIO MO 3KcnnyaTauum nasep-
Hbix annapatoB Calculase, Calculase Il unun Calculase lll).

5.1 MoproroBka BOMIOKHa

BonokHa nmetoT KBapLeByto CepALEBUHY 1 MONMMEPHYLO

060onouky. MoAaroToBKy BOMIOKOH MOXHO BbINOSHATH

MHTpaonepaLuyoHHO.

1. Yoanute sawmTHyto 060no4ky cTpunnepom n3 Habopa
[ONsi NoAroTOBKY BOJIOKHA.

2. BbinonHuTte ckon BOMOKHa KepaMuyecknm
HOXOM (CM. TaKxke MHCTPYKLMIO N0 SKCnnyaTaumm
Calculase | - 1l1).

l OCTOPOXHO: OnacHocTb MaTepuasnbHOro

ywepba: ans 0bpaboTku AUCTanbLHOro KoHYa

n1asepHbIX BOIOKOH BO BpeMsi ornepaymm
nonb3yinTech cTepunmdyeMbiM Habopom Ansi
nogroToBku BosiokoH KARL STORZ.

YKA3AHMUE: [innHa 3a4nLLeHHOro BOSIoKHa

10 - 15 mm.

5.2 W3BneyeHwue nasepHoOro BosiokHa
1. MepekntounTte NpUGOP B PEXUM OXUZAHUS.

2. N3BneknTe nasepHoe BOMOKHO.

3. YTunusupyinte ogHopa3oBble BOMOKHA.

MRBAEAZTEFGRARTAN (0 BRK ) B3k
BREG , NEABATENKZERTER,

1. SR, R BT SR IRIRE A N BT EHTE
waEE , METEFRSAMKMAEG , WEXZRE
EIER IS B LS RA R B IR AT 4

5 iR

BFBAALERBEER | NEATENRFEER TS
BHINE, (SNBEHKEE Calculase, Calculase Il 5
Calculase Il fEA S )

51 BAALENHE
BRAEMRNAETE  TEERMREFE , TEF
Rzt ETHIE,
1. EAFEHZENPHXFRIER  THERPE,
2. FRAREDNFLENRFERITHE (SN Calculase
-l ERHEEH ) o

VIR B BR - FARNEF , WMEHF4ETin
' HITHIE T, 2/ A N KARL STORZ £4F4
FIE B IER K T4,

® 1875 : MBKE 10-15mm

5.2 BREkLTHE
1 FREDREFER.
2. BRBKT4,

3. FE-REF4.

u KARL STORZ SE & Co. KG, Dr.-Karl-Storz-Strafte 34, 78532 Tuttlingen, Germany, Phone: +49 7461 708-0, Fax: +49 7461 708-105, E-Mail: info@karlstorz.com

V 1.1 - 04/2018



(US) INSTRUCTION MANUAL

WHCTPYKLIUA MO SKCMAYATALIUM

@B ERHBEE

STORZ

KARL STORZ — ENDOSKOPE

Calculase lll Laser fiber
(single-use laser fibers)

JlazepHble BOSIOKHa Ans
Calculase lll (ogHOpa3oBble
nasepHble BOJIOKHA)

Calculase Il B4 ( —R1HEF=
m )

C€ o123

6 Application/storage conditions

The product must be stored in a clean and dry place
away from direct sunlight and must not be used after the
expiry date.

6 YcnoBus akcnnyataumm
M XpaHeHwus
I/Iauenme OOIMKHO XPaHUTbCA B YACTOM CyXOM MecTe, 3aliu-

LEHHOM OT NPAMbIX CONMHEeYHbIX nyqeﬁ, ncnonb3oBaHne
n3genna nocne UcTeyveHns Cpoka roqHoCTU 3anpeLleHo.

6 IV S

FRAMTREFETADENKE , FERMAXES,
FREMAEETEER.

Temperature Relative
humidity
Storage -20 °C...+60 °C 10 %...90 %
Application +10°C..+40°C | 30 %...70 %
7 Disposal

For disposal, no special measures are necessary.
Disposal must be carried out in accordance with the
respective applicable local and national laws and
regulations.

8 Directive compliance

This medical device bears a CE mark in accordance with
the Medical Devices Directive (MDD) 93/42/EEC.

A code number after the CE mark indicates the
responsible notified body.

9 Repairs and modifications

The performance of any repairs or modifications to the
instrument by unauthorized persons is not permitted and
shall release the manufacturer from any liability.

Temnepatypa OTH. BNaXHocCTb
XpaHeHue -20°C..+60°C | 10 %...90 %
Anwendung | +10°C..+40°C | 30 %...70 %
7 YTunusauus

B oTHOLEHUM yTunusaumum ocobble Mepbl He TpebyroTcs.
Mpwn yTunusauum cobniopainte AeicTByOWNE MECTHbIE U
HaLMOHarbHble 3aKOHbI U NPeAnUcaHuns.

8 CooTBeTCTBUE AUPEKTUBAM
CornacHo [vpektuse o MeamumHckmx napenmsix (MDD)
93/42/E3C, naHHOMY MEeAWLIMHCKOMY M3AENMI0 MPUCBOEH
3Hak CE. Ecnu 3a 3nakom CE cnenyet Homep, TO OH yka-
3blBaeT Ha YMONTHOMOYEHHbI OpraH no cepTudukalmm.

9 PeMOHT n nameHeHus

PeMOHT 1 n3MeHeHVe MHCTPYMEHTa He YNONHOMOYEH-
HbIM Ha TO NepcoHanom HeaonyCcTumbl 1 OCBOGO)K,Ela}OT
M3roToBUTENS OT NOGON OTBETCTBEHHOCTMU.

BE HHXEE
FH -20°C..+60°C | 10 %...90 %
KA +10°C..+40°C | 30 %...70 %
7 EHLE

NARES = RBTRALER , THERIUSHRIEE, Eit
TRFARNER , FEFABHAAEENRTERNNE.

8 A

AEF=REEETSEMIES (MDD ) 93/42/EWG |, HiF
A CE #5&, M CE /riREMAERB , MZRBRRMA
ZIES AR AL,

9 SIS
RETM A RTET ERBTRENK | HEHET b
FABETEE.
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10 Symbol description

10 MosicHeHue cuMBONOB

10 #riRIEEA

Symbol

Meaning

CumBon 3HauyeHue

TR X

]

Manufacturer

“ WaroTtoButens

26008 KA

Special symbols — passivation.
Passivated goods are identified
through the underlining of the
article number.

Batch code

3

Number of products
in the product packaging

‘
‘
4|‘44

Keep dry

RxOnly

In accordance with US federal law
(21 CFR 801.109), this product
may only be sold on prescription
from a licensed physician.

CreyuanbHasi MapkupoBka — nac-
cvBupoBaHue. Homep nsgenus,
26008 KA | KOTOPbIV MOAYEPKHYT NUHKEN, yka-
3bIBAET Ha U3genve, npolieatlee
06paboTKy naccMBypoBaHUEM.

Kopa naptum

3

[ ] KonuyecTtBo nsaenuii B ynakoske

‘ “ J
5
? Bepeub oT BRarun

B cooTBeTcTBUM C hepepanb-
HbIM 3akoHogaTtenscteom CLUA
(cornacHo 21 CFR 801.109) nage-

RxOnly

1 Packaging symbols

For the meanings of the symbols printed on the
packaging, please refer to the ‘Packaging symbols’
accompanying instruction leaflet, mat. no. 96216316DF.
It can be downloaded from www.karlstorz.com.

nue paspeLLeHo NpoaaBaThb TOMNb-
KO BpayaMm (MMeloLUM NULLEH3NI0)
WK Mo peuenTy Bpava.

1 CumMBoOnbI Ha ynakoBke

3HauyeHNe HanevyaTaHHbIX Ha yNakoBKe CUMBOMOB
MOXHO y3HaTb B NuCTKe-Bknaapie « CUMBOMbI Ha
ynakoBke, kaT. Ne 96216316DF». Bbl moxeTe ckayatb
ero Ha cante www.karlstorz.com.

BHIRR — HLEE , AT
26008KA | L= mmS N ELLRE.

u a7
REF|

LOT #s
Qry[ | FREETHT RRE

f FREH

RIFEEBKFPBEE (CFR 21 #o
801.109 ) , MUEH A E4EF B

iEB ( licensed physician ) J5 BE4S
EXxm.

11 SEFS
XTORLMENFTEEL , BSREERE “BER
5, #E4ES 96216316DF", WARMHSXH4HTM

www.karlstorz.com £ T &,
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Sembollerin aciklanmasi

o6ltimle sonuclanabilir.

veya tahribe neden olabilir.

ozel bilgiler

Uretici

Kullanma kilavuzunu dikkate alin

UYARI: Uyulmamasi yaralanmalar veya

DIKKAT: Uyulmamasi (iriinde hasara

NOT: Enstriimanin kullanimi hakkinda

CSEZDEMK

o

@._b

REENHBIEERLET,

[Ti] =memesn
v et

BE BELI BEE IV -DF
FHREMEICEDETEERLET,

ER LRSI AEEROBIEZE RIAICE
QTeBICFESEIFNIRESEV RFED
RIFIEE IS FHREBELNHHIEET

RS SERCEIE AR DRIEICE T B

doxzimall 90,1

93> M ol il ol @)‘34_35 VY]
RYUIN I R R WaN|

S olguid) ala>No (8 Jiall $35s 28 tapis
oo > 9\ ikell ali

A

el Jiis Jo> aols Sloglen tabgle @

el Jds 8lels e Lo,

guaoll

(T3]
o]

ABD ve Kanada igin gegerli degildir!
ABD ve Kanadah miigteriler AB igin ayr olan
Kilavuzu uygulamahdiriar!

1 Uriin numaralan
UL004, UL005, UL006
2 Kullanim amaci

Isik iletken liflerin (lazer lifleri) 2100 nm dalga boyu
arahgi icin KARL STORZ'dan Calculase, Calculase Il ve
Calculase Il lazer cihazlariyla birlikte kullaniimak tzere
tasarlanmistir.

Kullanim amaci ameliyat hanelerde yada muane
odalarinda insanlarda litotripside ve dokunun
kesilmesinde, ablasyonunda ve buharlastiriimasinda tibbi
kullanim igindir.

2.1 Endikasyon
Tekli lazer lifleri endikedir, eger bu sorumlu hekim
tarafindan asagidakiler endikeli olarak belirtildiyse.
Litotripsi:
Uriner sistemdeki (uretra, (ireter, mesane ve bobrekler)
taslarin timu, safra kanali, safra kesesi ve tukrik kanal
ve tukrik bezleri.
Uroloji:
* Holmiyum Lazer Ablasyon - HoLAB,
* Prostatin Holmiyum lazer rezeksiyonu - HoLRP,
« Prostatin Holmiyum Lazer Eniikleasyonu - HOLEP,
* Mesane boynu obstriiksiyonu
« Prostat ve mesane insizyonlar
« Benign prostat hipertrofisinin tedavisinde hemostaz,
buharlasma ve eksizyon
* Yuzeyel ve invaziv mesane, Uretral
ve
Ureter timorleri

KESLUHFAIGBEBRENT LA !
KESLUHF ZOEERFIE, BIERELAROIIK5A
BETBRBIETV!

1 BRES
UL004, UL005, UL006
2 EREN

K7 74N\— (L= =T 740/3=) IE. KEE2100 nmD
KARL STORZD L —#'—< X7 [, Calculase.
Calculase Il. Calculase & FICERLET.

ANFANDOBREROR, FIMELIIBERET. HEOY
Bre BRE. BRUOEBICERLET,

2.1 ERGEES

BEEEADL —H—7 71 /\—If. BYTBERH. 1L
TADBISHRD SN S &4 LIBEICERT 52 &
DCEET,

BA

WRERR (RE, RE. Bit. B, BE. BE. =R
B ERRICRE LTch S 5BEDEA,

B PRERTIPALY

o RIVEDLL—Y —FIIAREEIT - HoLAP

- RIVE D LL—Y—HITIERYIBRHAT - HOLRP

- RIVE YU LL—F—BI BT - HOLEP

.- EBSESRE

- BINIRRES KUBBOUIR

- REINIRIBAEAERDOHOIEM, &KL YIBR
. REMBIOESBEEOREN. RESLURERER
. dvy@a—x

. REE

1S9 a5y 30Vl 63iall SLYsIl e S pun Y
Ji> plasiiul 1S3 dSe¥l Samiall SLYgll sMas o (>
Juagiall 6axiall SLYI

iiall o8, 1

UL004 .UL005 .UL006

el o Lol 2

2o wix I Lz plasinl) (sl ST aadl SWYI Gag
aoaiall Calculase lll g Calculase Il g Calculase .l 621
ingib 2100 o >gall Jolall a0 J315 KARL STORZ 0
Sl asbdl cllasll L9 plaziwdl 9B s o Lol

®,5459 douwVl @ady loaxl cuiaid dulall duwlaall O,
Lellaiiwlg

phsiwdl clg> 1.2

S bosie 1nad 1519 8,0 plasiwl sl BWI plasiwl Lo
S P PP U RSV PRREN 9N P ENY

Jodl 5,20) sl Slell L5 Cloanll gloil ga o clouas)
sxlly lally 6,alls dslraall slially (LISl atialls Jsly
aylelll

rdgdodl bl

HOLAP — po10lggll )by Jlaiw¥l ©

HOLRP — pgialogll jus wliwg ) Jlaiowl ¢
HOLEP — paualggll bl cliuwg,ull JolS Jlasiwl »
&lall gie oblawl ©

asliollg bluwg,l gi »

Jlaiwdly ,3adly BVl
ol Gliwg | pasuas gMe)

JiVlg a5lelly dxladl aliall olygl
A elysly
adl plyol
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« Kondiloma

« Uriner sisteminde darligi ve darliklar

« Ureteroskopik lazer papillotomi

« Lazer endolretotomi

« Lazer endopyelotomi

« Lazer Uretrotomi

« Ust idrar yolunun Urotelyal timérleri (UUT-UT)
« Bobrek pelvis ¢ikisinin tedavisi

* Multitract MPCNL

* Holmium lazer endolretrotomi (HLE) ile birincil veya
refrakter Gretral striktir

2.2 Kontrendikasyon:
Kontrendikasyonlar, dogrudan {iriinle ilgili
kontrendikasyonlar bugiin i¢in bilinmemektedir.Bas
dayanagdi bir sorumlu hekimin kanisi érnegin hastanin
genel durumu nedeniyle bdyle bir uygulamanin hastayi
tehlikeye atabilecegi yoniinde ise kullaniimamalidir.
Laser lifleri bir sorumlu hekimin kanisi érnegin hastanin
genel durumu nedeniyle bdyle bir uygulamanin hastayi
tehlikeye atabilecegi yoniinde ise kullaniimamalidir.
Guvenlik nedenlerinden 6&tiri yanhs kullanimi laser
liflerinde ve de tekrar kullaniimasi igin hazirlanmasi
(amaglanan kullanimin disinda) yasaktir.

Lazer liflerinin Gizerindeki yetkisiz donlstirmeler ya da
degistirmelere, guvenlik nedenleriyle izin veriimez.

3 Giivenlik talimatlan
UYARI: Enfeksiyon ve yaralanma riski: Lazer
A elyaflarini yalnizca hasar gérmemis ve son
kullanma tarihi asilmadiysa kullanin. Tibbi triin
i¢in tavsiye edilen saklama stirecini dikkate
aliniz.
l DIKKAT: Lazer liflerini endoskoplara sokarken
maddi hasar tehlikesi. Lazer liflerini sadece
calisma kanallarina diiz olarak yerlestirin.

Endoskop icerisinde lazer 1s1g1 emisyonu yoktur.

taktiginizdan emin olun. Emniyet gézliikleri
hakkindaki bilgileri, lazer cihazinin kullanim
talimatlarindaki bilgilerle karsilastirin.
UYARI: Yaralanma tehlikesi: Dogru sekilde
montajlanmamis ve hasarli olan Lazer lifleri
hastanin yaralanmasina yol agabilir. Bunlarla
kombinasyon halinde kullanilan Lazer lifleri
ve aksesuarlar her uygulamadan hemen
o6nce ve sonra herhangi bir kusur ve eksiklik
bulunmamasi ve islevsellik agisindan kontrol
edilmelidir. Kirik Lazer liflerinin pargalari
hastada birakilmamalidir.

UYARI: Yaralanma tehlikesi: Kullanilan lazere
6zel olarak uyarlanmis emniyet gézIigu
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UYARI: Yangin tehlikesi: Sinif 4 lazerlerin
lazer 1s1g1 bir atesleme kaynagidir. Lazer
liflerini kullanirken, lazer kaynakli yanginlar ve
patlamalari énlemek igin 6nlemler alin.

UYARI: Enfeksiyon ve Yaralanma tehlikesi: Bu
trtin steril teslim edilir ve sadece tek kullanim
igin tasarlanmustir. Lazer elyaflari tek kullanimlik
urdinlerdir ve ézel yapi ve malzeme
kosullarindan dolayi tek bir kullanimdan sonra
tekrar islenemez ve tekrar kullanamazsiniz.
UYARI: Asiri lif egriligmelerinden veya
buikilmelerinden kacinin. Bu, liflerin kirilmasina
neden olabilir. Liflere bagimli olarak minimum
bikiilme yarigapi, 1-3,5 cm (230 pm lif:

1,5 cm, 365 pym lif: 2,0 cm, 600 um lif: 3,5

cm). Depolama sirasinda bunun da dikkate
alinmasini saglayin.

UYARI: enfeksiyon ve yaralanma tehlikesi:
Paketi agtiktan sonra, kullaniimayan lazer
elyafini atin ve yenisini kullanin.

UYARI: Lazer liflerinin maksimum gii¢ ve
enerjisini astiginda yaralanma tehlikesi: Lazer
liflerini yalnizca belirtilen lazer cihazlariyla
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ameliyat igin uygun oldugunu dogrulamak igin

kontrol etmeniz 6nerilmektedir.

» Son kullanma tarihini dikkate alin.

 Orijinal ambalaji Griin kullanmaya hazir oldugunda
agin.

« Ambalajdan urtni ¢ikarirken, hasar olup olmadigini
kontrol edin; Bu tlr hasarlar driinlin sterilligini
etkileyenbilir.

« NOT: Birincil pakettinden Uriini ¢ikartirken aseptik
teknik kullanim kurallarina uyulmahdir.

« Urlin, gatlaklar, deformasyonlar vb. hasar gérmiis
alanlar varmi diye kontrol edilmelidir. Arizali Griinler
higbir kosulda kullanilmamahdir.
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4.1  Lazer liflerini ambalajindan
cikartin.
. Steril ambalaji agin

2. Aseptik koterizasyon altinda, lazerl liflerin tasiyici
ile birlikte steril ambalajdan lazer liflerini dikkatlice
ctkarin.

3. Lazer liflerin uzak ucunu tasiyicidan gikarin ve lazer
liflerini tasiyicidan dikkatlice ¢ozin.

4. Tasiyici Uzerindeki tutucudan fisi ¢ikarin.

DIKKAT: Maddi hasar tehlikesi: Isik giris
' ylzeyine dokunmayin.

-

DIKKAT: Maddi hasar tehlikesi: Lazer liflerin
! proksimal ucuna zarar vermeyin.

@ NOT: Liflerin son yiizeyi ile temasi ve liflerin ug
ylizeyinin kirlenmesini 6nleyiniz.

4.2 Fisi lazer cihazina baglayin

1. Bunu yapmak igin, fisi eksenel olarak lazer cihazindaki
fiber yuvasina sokun.

2. Somunlu konnektori elle sikistirarak sabitleyin.

DIKKAT: Maddi hasar tehlikesi: Lazer lifleri-
l nin fisini egirmeyin. Bir alet kullanmayin.

4.3 Fonksiyonunun kontrolii
Lazer liflerinin optik iletimini kontrol edin.
1. Lazer cihazini agin.

2. Lazer liflerini baglayin.

Pilot lazer elinizin altinda.

Calculase = kirmizi,

Calculase Il ve Calculase Il = yesil.

3. Pilot lazer 1s1ginin distal goéruntusini kontrol edin.

Lazer liflerinin optik iletimi iyi

Lazer liflerin optik iletimi, pilot lazerin liflerinin uzak
ucundan 5 ila 10 cm'lik yuvarlak, diizglin parlak bir nokta
olusturmasi halinde iyi olur.

Lazerli liflerin optik iletimi bozuldu.

Gorlntl yuvarlak, diizensiz, parlak veya son derece
dizensizse (kuyruklu yildiz kuyrugu) disiysa lazerli liflerin
optik iletimi bozuktur.
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1. Bu durumda, proksimal lazer liflerin ylizeyini kontrol
edin ve lazer liflerini takip edin

Yuvarlak bir pilot demetine hala erisemiyorsaniz,

terapi sonuglarinin yetersiz olmasi durumunda lazer

liflerini degistirmeniz gerekecektir.

5 Lifleri agiklama

Lif tiriine bagh olarak, farkli darbe enerjileri ve ortalama
lazer gucleri uygulanabilir (Lazer cihazinin Calculase,
Calculase Il ve Calculase Il kullanim talimatlarina
bakin).

5.1 Liflerin hazirhg:
Lifler, plastik dis korumaya sahip kuvars liflerdir.
intraoperatif olarak hazirlanma firsati sunar.
1. Koruyucu kilifi lifleri hazirlama grubundan uygun lif
stripperi ile ¢ikartin.
2. Liflerin ucunu seramik bigakla hazirlayin (Calculase
I-Ill kullanim talimatlarina da bakiniz).
DIKKAT: Maddi hasar tehlikesi: Lazer liflerinin
' distal ucunun ameliyat sirasinda yeniden
islenmesi tasinmasi igin sterilize edilebilir
KARL STORZ lif hazirlik setini kullanin.
@ NOT: Soyma uzunlugu 10-15 mm.

5.2 Lazer liflerinin gikariimasi
1. Cihazi bekleme moduna gegirin.

2. Lazer liflerinin ¢ikariimasi

3. Teklik lifleri atiniz.
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® Uriin dogrudan giines isigindan uzakta temiz ve kuru N < N
0 g glines 119 . 5 )
/l\ yerde korunmalidir ve kullanma tarihi gectikten sonra E%—g;ggb‘o BRI TIN TV B EDIEFER LG
/.\ birdaha kullanilmasina izin yoktur. ceve
Sicakhk Bagil nem B TR
Depolama -20 °C...+60 °C % 10...% 90 RERF -20°C~+60°C | 10 % ~ 90 %
Kullanma +10°C...+40°C | % 30...% 70 fEFAEF +10°C~+40°C | 30% ~ 70 %
7 Tasfiye 7 BRE

Tasfiye igin 6zel dnlemler gerekli degildir. Tasfiye
islemleri esnasinda gecerli olan ilgili yerel ve ulusal
mevzuata uyunuz.

8 Direktif uyumlulugu

Bu tibbi cihaz, Tibbi Cihazlar Direktifi (MDD) 93/42/
EWG'ye gore CE isaretini tasir. CE isaretini arkasinda
bulunan tanitim numarasi onaylanmis kurulusu
belirtmektedir.

C€ o123

9 Onanmlar ve degisiklikler

Yetkili olmayan kisilerin enstrimanda onarim ve
degisiklik yapmasina izin yoktur ve bu gibi durumlar
Greticinin her turli sorumluluktan muaf tutulmasina
neden olur.
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10 Sembol tanim

Sembol Anlami
u Uretici
Ozel Plaka - Pasivasyon. Pasifize
26008 KA | Urinler GrGin numarasinin altini
~ | cizerek tanimlanir.
Chargen kodu
ary| | Uriinin ambalajinda bulunan Uriin

sayisl

‘
‘
4|‘44

Kuru sekilde muhafaza ediniz

RxOnly

ABD-Amerikan federal yasa
uyarinca (21 CFR 801.109),
sadece bir doktorun tesvikiyle
yada yazmasiyla («licensed
physician») bu Grun satilabilinir.

11 Ambalaj sembolleri

Ambalaj izerine basili sembollerin anlamini «<Ambalaj
sembolleri, Urtin.-No. 96216316DF» prospektiisiinde
gorebilirsiniz. Bu prospektisi www.karlstorz.com
sitesinden indirebilirsiniz.
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