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1 Symbolerlauterungen

Symbol Definition
c € 0123 CE-Kennzeichnung
A Achtung
Y Validierte Parameter
d Hersteller
LOT Chargenbezeichnung
REF Referenznummer
&Only Medizinprodukt / FDA Prescription Device
MD Medizinprodukt
faas Nicht steril
:—‘-\‘]'% Vor Sonnenlicht geschutzt aufbewahren
O
T Trocken aufbewahren
/lf Temperatur
EB] Hw[':“]%l]m (Elektronische) Gebrauchsanweisung
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GefaBversiegelungsinstrument BiSeal® mit Schneidefunktion

Kein Eingriff an Patienten mit Herzschritt-
R macher

2 Einfuhrung

Sie erhalten mit dem Erwerb dieses Instrumentes ein hochwertiges Produkt, dessen sachge-

rechte Handhabung und Gebrauch im Folgenden dargestellt wird.

Um Risiken und unndtige Belastungen fur die Patienten, die Anwender und Dritte moglichst ge-
ring zu halten, bitten wir Sie die Gebrauchsanweisung sorgfaltig durchzusehen und aufzube-

wahren.

Unsere Produkte sind ausschlieBlich flir den professionellen Einsatz gemal’ der Zweckbestim-
mung von entsprechend ausgebildetem und qualifiziertem Fachpersonal bestimmt und dirfen
auch nur durch dieses erworben werden.

3 BestimmungsgemaRe Verwendung

3.1 Zweckbestimmung

Ein monopolares oder bipolares Produkt, das zur Koagulation von GefalRen oder Gewebebin-
deln zur Blutstillung benutzt wird. Es ist nicht zur Verwendung in direktem Kontakt mit dem
Herz, dem zentralen Kreislaufsystem oder dem zentralen Nervensystem vorgesehen. Esist ein
wiederverwendbares Produkt.

3.2 Indikation

Das Produkt wird in der HF-Chirurgie eingesetzt. Es darf nur von ausgebildetem und qualifi-
ziertem Fachpersonal verwendet werden.

3.3 Kontraindikationen

Die HF-Bipolaren Klemmen diirfen nicht im Zusammenhang mit dem zentralen Nerven- oder
Kreislaufsystem eingesetzt werden. Tubenligatur ist keine sichere Anwendung.

3.4 Patientenzielgruppe

Die Produkte sind fur alle Patientengruppen geeignet.

3.5 Maximale Belastbarkeit

Die maximale elektrische Belastbarkeit betragt 0,3 kVp.
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4 Anwendung

Das GefaRversiegelungsinstrument BiSeal® ist ausschlieflich zur Verwendung mit BiSeal®-
Geraten der HEBUmedical GmbH bestimmt. Dazu sind die Hinweise in der Gebrauchsanwei-
sung des verwendenden Gerates zu beachten.

Das Gefalversiegelungsinstrument BiSeal® wird in der minimalinvasiven Chirurgie, insbeson-
dere der Laparoskopie eingesetzt. Hierbei kénnen die Instrumente durch 10mm- Trokarhtlsen
eingefiihrt werden.

Das Gefallversiegelungsinstrument BiSeal® dient dem dauerhaften Verschluss von Venen,
Arterien und Gewebebiindeln mit anschlieRender Trennung ohne Instrumentenwechsel. Dabei
kénnen Gefalde bis zu einem maximalen Durchmesser von 7 mm dauerhaft versiegelt werden.
Das Instrument wird Uber ein Anschlusskabel an den entsprechenden bipolaren Ausgangen
des HF-Generators angeschlossen.

Das Gefallversiegelungsinstrument BiSeal® ist in den Arbeitslangen 200 mm (HF 9581-20)
und 370 mm (HF 9581-37) erhaltlich.

Durch das Zusammenspiel von mechanischem Druck (p) und hochfrequen-
tem Strom(l) wird an Arterien, Venen oder Gewebebiindeln eine verlassli-
che und permanente Versiegelungszone erzeugt. Dabei ist es von
entscheidender Bedeutung, dass der Druck wahrend der gesamten Anwen-
dungsdauer konstant aufrechterhalten wird.

Koagulationsinstrumente durfen nur von Personen eingesetzt werden, die speziell da-
fur ausgebildet oder eingewiesen sind. Es kdnnen Gefalte bis zu einem maximalen

A Durchmesser von 7 mm dauerhaft versiegelt werden. Bei grofien Gefalen wird eine
doppelte, nebeneinander angebrachte Koagulation empfohlen. Diese kann dann mit-
tig geschnitten werden.

4.1 Funktionspriufung im sterilen OP-Bereich

Die mechanische Funktion ist vor Operationsbeginn, bei laparoskopischer Anwendung vor
dem Einflihren in den Trokar zu testen: Offnen, SchlieRen, Verriegeln, Entriegeln, Bewegen
der Klinge.

Die elektrische Funktion des Instrumentes sollte vor der Anwendung Gberpruft werden (z.B. an
einem mit NaCl-Lésung getrankten sterilen Tupfer).

4.2 Bedienung

Nach korrekter Montage und dem Anschluss an eine der beiden Bipolarbuchsen am
HF-Generator, muss der ,,BiSeaI®“ Modus eingestellt werden.

Anschlielend wird das zu behandelnde Gewebe gefasst.

Nach dem Fassen des Gewebes wird der Handgriff geschlossen. Die Auslésung des Versie-
gelungsstroms erfolgt mittels Fulischalter.

Das System beendet den Prozess durch eine automatische Stoppfunktion (automatische Be-
endigung der HF-Strom-Abgabe; akustische Quittierung).

Danach kann mit der integrierten Klinge das versiegelte Gewebe durchtrennt werden.

11
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Uberzeugen Sie sich vor Versiegelungsbeginn davon, dass keine Harnleiter, Nerven-
strange, Darmschlingen oder andere Strukturen unbeabsichtigt gefasst wurden!

Bei groRen GefalRen wird empfohlen zwei nebeneinander liegende Versiegelungen
vorzunehmen und dann mittig zu trennen.

YA\
YA\

5 Montage und Demontage

5.1 Klingendemontage

1. Abzug bis zur Hilfte auslbsen

2. Klinge mit dem Nadelhalter herausziehen und
ordnungsgemil entsorgen

ACHTUNG!

A Klingen nie mit den Fingern heraus nehmen - Verletzungsgefahr!

12
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5.2 Reinigung

3. Klingenfiihrung
oben & unten reinigen

5.3 Klingen Montage

4. Neue Klinge einsetzen bis Sie
eingerastet ist, dann erst die
Schutzkappe entfernen

13
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6 Gefahrenhinweise

Die Produkte durfen nur in Kombination mit HEBU- Zubehdr und nur von klinisch geschultem
Fachpersonal verwendet werden. Elektroden dirfen nicht gebogen werden, da dies zu einer
Materialschadigung und dadurch zum Abbrechen der Elektrode fuhren kann. Die Ausgangs-
leistung des HF-Gerats darf nur auf den Eingriff unbedingt erforderlichen Wert eingestellt wer-
den. Stellt sich trotz Standardeinstellungen des HF-Gerats nicht die gewohnte
Koagulationsleistung ein, niemals ohne vorherige Priifung die Ausgangsleistung des Gerats
erhdhen. Im Einzelnen ist zu prifen: Einwandfreier Kontakt aller HF-Stecker und Kabel, Funk-
tionieren des Fullschalters bzw. des Fingerschalters am Handgriff, Isolation der HF-Kabel, des
Instruments sowie Sauberkeit und Abnutzung des distalen Endes der aktiven Elektrode(n). Vor
Operationsbeginn ist durch Betatigung der gelben Taste (CUT) und der blauen Taste (COAG)
die stérungsfreie Signaliibertragung (z.B. ohne Rauschen) der Monitore zu tberprifen.

Zum Ziehen des HF-Kabels immer den Stecker anfassen. Niemals am HF-Kabel ziehen, da
dies Beschadigungen zur Folge haben kdnnte. Kabel mit defekter/briichiger Isolation oder ein
Bruch der elektrischen Leitung (durch starkes Knicken oder Quetschen des Kabels) kénnen zu
Verbrennungen beim Anwender/Patienten fihren oder auch Feuer verursachen. Aktive HF-
Instrumente und HF-Handgriffe dirfen nicht auf dem Patienten abgelegt werden, um einen
Personenschaden bei versehentlicher HF-Aktivierung zu vermeiden.

Zum Reinigen der aktiven Elektroden muss der “Auto Start” Modus (nur bei bipolarer
Anwendung) deaktiviert oder das Instrument vom Generator getrennt werden. Der
Spitzenbereich kann unmittelbar nach der Aktivierung noch heil3 sein, d.h. es besteht
Verbrennungsgefahr.

Endogene Verbrennungen sind Verbrennungen, verursacht durch hohe Stromdichte im Ge-
webe des Patienten. Ursachen kdnnen unter anderem sein: Der Patient erhalt unbeabsichtigt
Kontakt zu elektrisch leitfahigen Teilen. Bei direktem Hautkontakt von HF-Kabeln kénnen ka-
pazitive Strome zu Verbrennungen fuhren.

Exogene Verbrennungen sind Verbrennungen durch die Hitze entziindeter Flissigkeiten
oder Gase. Auch Explosionen sind moglich. Ursachen kdnnen sein: Entzindung von Hautrei-
nigungs- und Desinfektionsmitteln, Entzindungen von Narkosegasen etc.

Herz-Schrittmacher konnen durch HF-Strom geschadigt werden. Vor dem Eingriff ei-
¥ nen Kardiologen hinzuziehen. Niemals ambulante Eingriffe mit HF- Strom an Patien-
ten mit Herz-Schrittmachern durchfihren.

14
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7

Sicherheitshinweise

Die Medizinprodukte werden unsteril geliefert und missen vor der ersten Anwendung
gereinigt, desinfiziert und sterilisiert werden.

Vor jeder Anwendung muss eine Sichtkontrolle des Instrumentes auf Beschadigun-
gen und Verunreinigungen stattfinden!

Isolation der Elektroden und der Schaftverlangerung vor jeder Anwendung auf Be-
schadigung prifen.

Schadhafte Produkte nicht verwenden!

Nicht in Gegenwart von brennbaren oder explosiven Stoffen verwenden!

Niemals auf dem Patienten oder in dessen unmittelbarer Nahe ablegen!

HEBUmedical warnt ausdrtcklich davor, das Produkt zu verlangern. Jede Verlange-
rung fuhrt zum Ausschluss der Haftung durch die HEBUmedical GmbH.

Schutzen Sie diese Produkte vor jeglicher mechanischen Beschadigung! Nicht wer-
fen! Keinerlei Gewalt anwenden.

Vermeiden Sie die mechanische Uberbeanspruchung des Instrumentes tber die
konstruktive Auslegung hinaus, dies kann zu Bruch und Verformung fiihren!

Defekte HF-Kabel oder Handgriffe durfen grundsatzlich nicht repariert werden. Sie
sind durch Neue zu ersetzen.

Herstellerangaben zu elektrischer Belastbarkeit beachten!

Schutz des Patienten vor Kontakt mit geerdeten metallischen Elementen (OP-Tisch,
Infusionsstander, etc.) wahrend der Anwendung.

Produkt nicht in HeiRluftsterilisator sterilisieren.

Bedenken Sie die Grenzen der Methode! Flhren Sie keine Versiegelung von Gefallen
oberhalb des maximalen Durchmessers von 7 mm durch!

i 1 M= 1=d M= N M D N N N N N P Mg

Eileiterkoagulationen mit dem BiSeal® Instrument sind kein sicheres Sterilisationsver-
fahren!

15
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Der Klingentrager ist nach jedem Anwendungszyklus zu wechseln! Benutzen Sie den
Klingentrager nicht zweimal!

Beim Eintauchen des Maulteiles in elektrisch leitende Flissigkeiten erfolgt keine si-
chere Gefalversiegelung, da der Strom Uber die Flissigkeit geleitet wird (Neben-
schluss)!

Die auleren Oberflachen des Maulteiles sind durch Warmeleitung auch nach Koagu-
lationsende so heil3, dass sie ungewollte Verbrennungen verursachen kénnen. Gewe-
beberthrungen unmittelbar nach Versiegelungsende sind zu vermeiden!

Betatigen Sie den Klingentrager nicht vor der Versiegelung des gefassten Gewebes
— Blutungsgefahr. Den Schnitt erst nach ordnungsgemaflem Quittieren des Versiege-
lungsvorganges durch das HF-Gerat durchflhren!

Zwischen den Branchen, in der Klingenfuhrung und den Gelenken, konnen sich Ge-
webereste festsetzen, die eine Funktionsbeeintrachtigung verursachen (Elektrische
Nebenschlusse, Klingentrager klemmt). Fur diese Falle muss das Instrument mittels
des mitgelieferten Reinigungswerkzeuges, einer Blrste oder eines Tupfers sowie ste-
rilem Wasser zwischendurch gereinigt werden.

Wahrend der Gefalversiegelung muss die Klinge in das Maulteil zurtickgezogen sein,
da sie sonst einen Kurzschluss verursacht und keine Versiegelungswirkung eintritt.

Beginnen Sie mit niedriger Leistungseinstellung und erhéhen Sie die Leistung bei Be-
darf. Bei schlechter oder ausbleibender Versiegelungswirkung Fehler suchen, nicht
einfach die HF-Leistungseinstellung bis zum Maximum erhéhen!

Das Anschlusskabel sollte so gefiihrt werden, dass es weder den Patient_en noch an-
dere Leitungen beruhrt. Das Kabel vor mechanischen Beschadigungen (Uberfahren,
Quetschen, Knicken) schutzen.

Vermeiden Sie die gleichzeitige Anwendung der HF-Chirurgie und elektrisch geerde-
ten Elektroden und Sensoren von Diagnostikgeraten!

Im Falle des Einsatzes der Produkte an Patienten mit transmissibler spongiformer En-
zephalopathie oder einer HIV-Infektion lehnen wir jede Verantwortung fur die Wieder-
verwendung ab.

d 1 M= N B = N B Bl B g B e B g

Alle im Zusammenhang mit dem Produkt aufgetretenen schwerwiegenden Vorfalle
sind dem Hersteller und der zustadndigen Behérde des Mitgliedstaats, in dem der An-
wender und/oder der Patient niedergelassen ist, zu melden.

Zusitzliche Hinweise bei laparoskopischen Einsatzen

>

Nur versiegeln, wenn sich das Maulteil des Instrumentes im Sichtbereich befindet! Un-
beabsichtigte Aktivierung oder Bewegung des Instrumentes kann zur Verletzung des
Patienten flhren!

Die stromfihrenden Elektroden im Maulteil missen beim Aktivieren einen Sicher-
heitsabstand von mindestens 2 cm zum metallischen Trokarende haben.

> B

Instrument nur mit geschlossenem Maulteil in den Trokar einfihren und herauszie-
hen!

16
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8 Lieferumfang

HF9581-20 oder

HF9581-37 Gefalversiegelungsinstrument BiSeal® 200mm oder 370mm
HB2310 Nadelhalter- zum sicheren Entfernen der Klingen
HF9581-01 Einweg-Ersatzklingen

Gebrauchsanweisung

9  Aufbereitung

Dem Aufbereiter obliegt die Verantwortung, dass die tatsachlich durchgefihrte Aufbereitung
mit verwendeter Ausstattung, Materialien und Personal in der Aufbereitungseinrichtung die ge-
wulnschten Ergebnisse erzielt. Hierfur sind Validierung und Routineiberwachung des Verfah-
rens erforderlich.

Wir weisen darauf hin, die nationalen Vorschriften im Zusammenhang mit der Aufbereitung un-
bedingt zu berlcksichtigen.

Die validierten Parameter beziehen sich auf wiederverwendbare, chirurgische Instrumente. Fir
die anderen, beschriebenen Produkte sollten ebenfalls die validierten Parameter eingehalten
werden, falls nicht explizit ein anderes Vorgehen beschrieben ist.

9.1 Hinweise zur Aufbereitung
Verwenden Sie Reinigungs- und/oder Desinfektionsmittel mit einem pH-Wert zwi-
schen 9-10.

Bitte beachten Sie Herstellerangaben zu Dosierung, Einwirkzeit und Erneuerung der
Reinigungs- und Desinfektionsmittel.

Verwenden Sie geeignete Blrsten, die nicht zu einem Abtrag von Material fihren,
d.h. keine harten Blrsten (wie z.B. Metallblrsten und Metallschwamme) oder grobe
Scheuermittel

Instrumente keinesfalls langer in Reinigungs- oder Desinfektionsmittel belassen als
vorgeschrieben.

Kanale und Rohre sorgfaltig durchsptilen und ausblasen.

Empfindliche Instrumente missen in einer Ablage oder Aufnahmevorrichtung gerei-
nigt werden.

Herstellerangaben von Reinigungs- und Sterilisationsgeraten beachten.

9.1.1 Wasserqualitat

Fir die Reinigung, Neutralisation und Nachspllung empfehlen wir die Verwendung von VE
Wasser gemal der ,Leitlinie DGKH, DGSV, AKI fur die Validierung und Routineliberwachung
maschineller Reinigungs- und thermischer Desinfektionsprozesse fur Medizinprodukte und zu

17
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Grundsatzen der Gerateauswahl® (die Leitlinie bezieht sich auf die DIN EN ISO 15883-1 Punkt
6.4.2).

Gemal der Leitlinie werden folgende Werte empfohlen:

Leitfahigkeit: <15 ys/cm (abweichend zu Tabelle der DIN EN 285)
pH-Wert: 5 -7

Gesamtharte: <0,02 mmol CaOl/l

Salzgehalt: < 10 mg/I

Phosphat (als P,Og): 0,5 mg/l

Silikat (als SiO5): = 1 mgl/l

Chlorid: <2 mg/l

9.2 Vorbereitung am Einsatzort

Direkt nach der Anwendung groben Schmutz mit einer geeigneten Birste (siehe Kapitel 9.1)

von den Instrumenten entfernen und Arbeitskanilen ausspiilen. Keine fixierenden Mittel oder
heilles Wasser (> 40°C) verwenden, da dies zur Fixierung von Ruckstanden fihrt und den spa-
teren Reinigungserfolg beeinflussen kann.

Instrumente so weit wie mdglich zerlegen und/oder 6ffnen.

Innerhalb kirzester Zeit sollten die Instrumente nach dem Gebrauch gereinigt werden, um das
Antrocknen von Riickstanden zu reduzieren und somit eine einfachere Reinigung zu ermagli-
chen. Falls Instrumente in Kontakt mit korrodierenden Medikamenten oder Reinigungsmitteln
gelangen, diese nach der Benutzung sofort mit Wasser abwaschen.

Langere Trocknungszeiten, z.B. im Rahmen einer Trockenentsorgung sind nicht validiert und
somit nicht empfohlen.

Y Die Trocknungszeit bei der Validierung betrug 1 Stunde.

9.3 Manuelle Reinigung

Da maschinelle Prozesse standardisierbar, reproduzierbar und damit validierbar sind,
sollte die maschinelle Reinigung und Desinfektion einer manuellen vorgezogen wer-
den.

A Ein manuelles Reinigungs- und Desinfektionsverfahren ist nicht validiert und muss
daher durch eine zusatzliche Validierung in Verantwortung des Anwenders abgesi-
chert werden.

9.4 Maschinelle Reinigung

Aufgrund internationaler Normen (EN ISO 15883) und nationaler Richtlinien sollten nur vali-
dierte maschinelle Reinigungs- und Desinfektionsverfahren zur Anwendung kommen. Wir
empfehlen fir die maschinelle Reinigung ein Standardprogramm fir chirurgische Instrumente,

18
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z.B. Instrumente von Miele.
Bei der Beladung ist folgendes zu beachten:

[ Die zerlegten bzw. gedffneten Instrumente sicher im Wagen platzieren.

B Instrumente mit Offnungen und Aussparungen miissen mit der offenen Seite nach
unten zeigen, damit diese gereinigt werden kdnnen und sich kein Wasser aus dem
Reinigungsprozess darin sammeln kann.

B Gelenkinstrumente so in die Reinigungs- und Desinfektionsmaschine geben, dass die
Gelenke gedffnet sind.

B Falls eine Vorrichtung zum Durchspiilen z.B. ein Luer-Lock-Anschluss vorhanden ist,

19
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ist dieser gemaf Abbildung zu verwenden.

Der Vorspulung folgt die chemische Reinigung.
Die chemische Reinigung soll bei 40°C bis 60°C fur mindestens 5 Minuten erfolgen.

Als Reinigungsmittel empfehlen wir Produkte mit einem ph-Wert zwischen 9 und 10, z.B.
Neodisher MediClean forte von Dr. Weigert. Die Auswahl der Reinigungsmittel richtet sich
nach Material und Eigenschaften der Instrumente sowie nach nationalen Vorschriften.

Liegt eine erhdhte Chloridkonzentration im Wasser vor, kann am Instrumentarium Loch- und
Spannungsrisskorrosion auftreten.

Durch Verwendung von alkalischen Reinigern und vollentsalztem Wasser kann das Auftreten
derartiger Korrosion minimiert werden.

Durch Zusatz eines Neutralisationsmittels auf Saurebasis wird das Absplen alkalischer Rei-
nigungsmittelreste bei der ersten Zwischenspulung erleichtert.

Um Belagsbildung vorzubeugen, ist der Einsatz von Neutralreinigern bei unginstiger Wasser-
qualitat zu empfehlen.

Nach der zweiten Zwischenspllung erfolgt die thermische Desinfektion.

Die thermische Desinfektion soll mit vollentsalztem Wasser, welches mikrobiologischer Trink-

20
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wasserqualitat (< 100 KBE/ml Trinkwasser) entspricht, bei 80 bis 95°C und einer Einwirkzeit
gemal EN ISO 15883 erfolgen.

Das Spiilgut ist nach Beendigung des Programms aus der Maschine zu entnehmen, da durch
Verbleib in der Maschine Korrosion entstehen kann.

Y Verwendete Parameter bei der Aufbereitungssvalidierung

Vorspiilung 1 Minute mit kaltem Stadtwasser

Temperatur: 55 °C

Reinigung Einwirkzeit: 5 Minuten (worst case)

Neodischer Mediclean forte 0,4% (worst case)

Temperatur: Kaltes VE-Wasser

Neutralisation Einwirkzeit: 2 Minuten

Neodisher Z 0,1%

Nachspiilung 2 Minuten mit kaltem VE-Wasser

Temperatur: 90 °C (Ag 3000)

Desinfektion
Einwirkzeit: 5 Minuten

9.5 Trocknung

Eine ausreichende Trocknung ist durch das Reinigungs- und Desinfektionsgerat oder durch
andere geeignete Mallnahmen sicherzustellen.

v Bei der Validierung wurde die Trocknung weggelassen (worst case Bedingung)

10 Wartung, Inspektion

Nach Abkuhlung auf Raumtemperatur mussen die Instrumente visuell auf Eiwei3rickstande
und andere Verunreinigungen Uberprift werden. Hierbei sind Schlitze, Sperren, Schlisse,
Rohre und andere schwer zugangliche Bereiche grundlich zu inspizieren. Instrumente, die
nicht riickstandsfrei sind, miissen wiederholt dem gesamten Aufbereitungsprozess unterzogen
werden.

Um sicherzustellen, dass chirurgische Instrumente nach der Aufbereitung ihnrem Einsatzzweck
entsprechend verwendet werden konnen, ist es notwendig, dass nach der Reinigung, Desin-
fektion und Trocknung der visuellen Kontrolle und den Pflegemal3nahmen eine Funktionspru-
fung durchgeflihrt wird. Flihren Sie die in Kapitel 10.1 beschriebenen Funktionsprifungen
durch.

Instrumente, die Flecken aufweisen, stumpf, verbogen, nicht mehr funktionsfahig, auf andere
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Weise beschadigt sind oder die Instrumentenkennzeichnung nicht mehr erkennbar ist (z.B. Be-
schriftung, UDI-Code nicht mehr lesbar) missen ausgesondert werden!

Als Hilfe zur Identifizierung von fehlerhaften Instrumenten, die aussortiert werden missen,
empfehlen wir die Broschure ,Instrumenten Aufbereitung des Arbeitskreises Instrumenten
Aufbereitung. Hier sind insbesondere Kapitel 8 ,Kontrollen und Pflege“ sowie Kapitel 12 ,Ober-
flachenveranderungen: Belage, Farbanderungen, Korrosionen, Alterung, Quellung und Span-
nungsrisse“ von Bedeutung.”

10.1 Funktionspriifung

Ein neu erworbenes Produkt ist nach dessen Anlieferung und vor jedem Einsatz einer grandli-
chen Sicht- und Funktionskontrolle zu unterziehen.

Produkte sind auf UnregelmaRigkeiten zu Gberprifen. Hierbei ist auf Risse, Briiche und das
Auftreten von Korrosion zu achten.

Aulerdem muss die Beschriftung auf Lesbarkeit Uberpruft werden.

FUhren Sie weitere Funktionsprifung entsprechend des Einsatzzwecks des Instruments durch.

Essenzielle Prifungen fur Instrumente mit Zahnung und Maul sind u. A.:
B Korrektes Offnen und SchlieRen (gleichmaRiger Gang, vollstandig)
B Intakte Zahnung (verbogen, abgebrochen)
B Maul muss einwandfrei schlieen
B Kein Uberwerfen des Mauls (Kreuzbiss)

Defekte Produkte dirfen nicht verwendet werden und missen vor der Ricksendung den ge-
samten Wiederaufbereitungsprozess durchlaufen haben.
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11 Sterilisation

Vor der Sterilisation missen die Produkte den Reinigungs- und Desinfektionsvorgang durch-
laufen, rickstandsfrei mit demineralisiertem Wasser gespult und getrocknet sein.

Zur Sterilisation empfiehlt HEBUmedical ein validiertes Dampfsterilisationverfahren (z.B. Ste-
rilisator gemaf EN 285 und validiert gemaf DIN EN ISO 17665-1).

Bei der Anwendung des fraktionierten Vakuumverfahrens erfolgt die Sterilisation bei mindes-
tens 134° C (USA 132° C) und einer Mindesthaltezeit von 3 Minuten. Anschlie3end ist eine
Vakuumtrocknung flr mindestens 20 Minuten durchzufihren.

Y Verwendete Parameter bei der Sterilisationsvalidierung

Vorvakuum 3 mal

Sterilisationstempertur 132 °C

Sterilisationszeit 1,5 Minuten (Halbzyklus-Verfahren)
Trocknungszeit 20 Minuten

Der Dampf muss frei von Inhaltsstoffen sein, empfohlene Grenzwerte von Speisewasser und
Dampfkondensat sind festgelegt durch EN 285.

Andere Sterilisationsverfahren sind kompatibel, jedoch nicht von HEBUmedical validiert.
Beim Beladen empfohlenes Gesamtgewicht beachten! Nach der Sterilisation Sterilgut-Verpa-
ckung auf Schaden Uberprifen, Sterilisationsindikatoren Uberprifen.

11.1 Verpackung

Normgerechte Verpackung der Produkte zur Sterilisation nach ISO 11607. Die Verpackungen
mussen fur die Instrumente geeignet sein und vor mikrobiologischer Verunreinigung wahrend
der Lagerung schitzen. Die Versiegelung darf nicht unter Spannung stehen. HEBUmedical
empfiehlt Container oder Krankenhaus-typische Papier/Folie Verpackung als Sterilisationsver-
packung.

Bei der Validierung wurden die Instrumente in Krankenhaus-typische Verpackungen
V (Papier/Folie Verpackungen) eingepackt und sterilisiert

12 Lebensdauer

Durch Laborprifungen wurde das Dampfsterilisationsverfahren validiert. Die Produkte wurden
bei einem Vorvakuum mit den Worst case Parametern von 5min Dauer und einer Temperatur
von 134°C fur eine Lebensdauer von 50 Zyklen validiert.

Uber diesen Zykluswert kdnnen Sie die Instrumente auf eigene Verantwortung auch weiterhin
verwenden, wenn die im Kapitel 7 beschriebenen Prifungen erfolgreich durchgefihrt wurden.
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13 Lagerung

Produkte in einer trockenen, sauberen und staubfreien Umgebung bei moderaten Temperatu-
ren von 5°C bis 40°C lagern.
Vor Sonneneinstrahlung und kunstlichem Licht schutzen.

N
-"" ““- ?

14 Gewahrleistung / Reparatur

Unsere Produkte werden aus hochwertigen Materialien hergestellt und vor der Auslieferung
sorgfaltig Gberprift. Sie unterliegen jedoch auch bei bestimmungsgemalem Gebrauch je nach
Verwendungsintensitat einem mehr oder weniger starken Verschleil3.

Dieser Verschleil} ist technisch bedingt und unvermeidlich.

Sollten dennoch verschleiRunabhangige Fehler auftreten, wenden Sie sich an unsere Kunden-
betreuung.

Defekte Produkte dirfen nicht mehr verwendet werden und missen vor der Riicksendung den
gesamten Wiederaufbereitungsprozess durchlaufen haben.

15 Entsorgung

Das Produkt muss vor der Entsorgung den kompletten Aufbereitungs- und Sterilisationspro-
zess, gemal dem in der vorliegenden Gebrauchsanweisung beschriebenen Verfahren, durch-
laufen.

Infektionsgefahr durch kontaminierte Produkte!
& I Bei Entsorgung des Produktes, dessen Komponenten und deren Verpac-
kung mussen die nationalen Vorschriften eingehalten werden.

Verletzungsgefahr durch scharfkantige und/oder spitze Produkte!
& I Bei Entsorgung des Produktes muss sichergestellt werden, dass die Verpac-
kung eine Verletzung durch das Produkt verhindert.
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16 Service- und Herstelleradresse

Sollte die hier vorliegende Gebrauchsanweisung in Papierform bendtigt werden, verwenden
Sie bitte die unten aufgeflhrten Kontaktdaten. Die Gebrauchsanweisung in Papierform wird |h-
nen nach Erhalt der Anforderung innerhalb von sieben Kalendertagen zur Verfligung gestellt.
Alternativ kann die elektronische Gebrauchsanweisung auch selbst ausgedruckt werden.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Germany
Tel. +4974619471-0

eMail: service@HEBUmedical.de
c € 0123 Website: www.HEBUmedical.de
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BHEN

1 Symbol descriptions

Symbols Definition
c € 0123 CE-labelling
A Attention

Validated Parameters

Manufacturer

Lot-description

LOT
REF Reference code
&only Medical device / FDA Prescription device
MD Medical device
A Non sterile
:-‘-\']'% Keep away from sunlight
O

Dry storage required

P
A

Temperature

(Electronic) instrucion for use
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No intervention on patients with cardiac
4 pacemakers.

2 Introduction

By purchasing this instrument, you are now the owner of a high-quality product whose use and
correct handling are described in the following.

In order to minimize possible risks to patients and users, please observe these instructions ca-
refully. Use, disinfection, cleaning and sterilization may only be performed by suitably trained

specialist personnel.

Our products are intended exclusively for professional use in accordance with their intended
purpose by appropriately trained and qualified personnel and may only be purchased by such
personnel.

3 Intended use

3.1 Intended purpose

A monopolar or bipolar product used to coagulate vessels or tissue bundles to stop bleeding.
Itis not intended for use in direct contact with the heart, central circulatory system, or central
nervous system. It is a reusable product.

3.2 Indication

The product is used in HF surgery. It may only be used by trained and qualified specialist per-
sonnel.

3.3 Contraindications

The HF bipolar clamps must not be used in connection with the central nervous or circulatory
systems. Tubal ligation is not a safe application.

3.4 Patient target group

The products are suitable for all patient groups.

3.5 Maximum electrical load capacity

The maximum electrical load capacity is 0.3 kVp.
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4 Application

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Functional check in the sterile operation area

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operating

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Assembly and disassembly

5.1 Assembly of blade

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

ATTENTION!

& Never remove with fingers- danger of injury!!!
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5.2 Cleaning

3. Clean upper and lower parts of
blade duct

5.3 Blade assembly

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Danger warnings

Vessel sealing instrument BiSeal® with cutting function

The products may only be used in combination with HEBU accessories and only by clinically
trained specialist personnel. Electrodes must not be bent as this can damage the material and
lead to the electrode breaking off. The output power of the HF device may only be set to the
value absolutely necessary for the intervention. If the usual coagulation performance is not
achieved despite the standard settings of the HF device, never increase the output power of
the device without first checking. The following must be checked in detail: perfect contact of all
HF plugs and cables, functioning of the foot switch or the finger switch on the handle, insulation
of the HF cables, the instrument as well as cleanliness and wear of the distal end of the active
electrode(s). Before starting the operation, check that the monitors are transmitting signals
smoothly (e.g. without noise) by pressing the yellow button (CUT) and the blue button (COAG).
To pull out the HF cable, always grasp the plug. Never pull on the HF cable as this could result
in damage. Cables with defective/brittle insulation or a break in the electrical cable (due to se-
vere kinking or crushing of the cable) can cause burns to the user/patient or even cause a fire.
Active HF instruments and HF handles must not be placed on the patient in order to avoid per-
sonal injury in the event of accidental HF activation.

To clean the active electrodes, the “Auto Start” mode (only for bipolar use) must be
deactivated or the instrument must be disconnected from the generator. The tip
area may still be hot immediately after activation, i.e. there is a risk of burns.

Endogenous burns are burns caused by high current density in the patient's tissue. Causes
caninclude: The patient accidentally comes into contact with electrically conductive parts. If HF
cables come into direct contact with skin, capacitive currents can cause burns.

Exogenous burns are burns caused by the heat of ignited liquids or gases. Explosions are
also possible. Causes can be: inflammation of skin cleansers and disinfectants, inflammation
of anesthetic gases, etc.

Heart pacemakers can be damaged by HF current. Consult a cardiologist before
% the procedure. Never carry out outpatient procedures with HF current on patients
with cardiac pacemakers.
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7

Safety Instructions

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9 Preparation

The person in charge of preparatory treatment is responsible for ensuring that the treatment is
duly carried out using the relevant equipment, materials and personnel in the treatment facility
and so achieves the desired result. This necessitates validation and routine monitoring of the
process used. We urge you to take note of the national regulations dealing with instrument pre-
paration.

The validated parameters refer to reusable surgical instruments. The validated parameters
should also be observed for the other products described, unless a different procedure is ex-
plicitly described.

9.1 Information on instrument preparation

Use cleaning and/or disinfection agents with a pH-value within 9-10.

Please observe manufacturer instructions regarding dosage, exposure time and rene-
wal of solutions.

Use suitable brushes that do not remove material, i.e. no hard brushes (such as
metal brushes and metal sponges) or coarse abrasive cleaners.

Never leave instruments in cleaning or disinfection agents for longer than the speci-
fied time.

Rinse and dry carefully through channels and pipes.

Sensitive instruments must be cleaned in a storage or clamping fixture.

Observe manufacturer instructions of cleaning — and sterilizing equipment.

9.1.1 Water quality

For cleaning, neutralization and rinsing, we recommend the use of demineralized water in ac-
cordance with the "Guideline DGKH, DGSV, AKI for the validation and routine monitoring of au-
tomated cleaning and thermal disinfection processes for medical devices and on the principles
of device selection" (the guideline refers to DIN EN ISO 15883-1 point 6.4.2).

According to the guideline, the following values are recommended:
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Conductivity: €15 ps/cm (deviating from the table in DIN EN 285)

pH value: 5 -7

Total hardness: <0.02 mmol CaO/I
Salt content: <10 mg/l

Phosphate (as P,05): <0.5 mg/I
Silicate (as SiO,): =1 mg/l
Chloride: < 2 mg/I

9.2 Preparation at the place of use

Immediately after use, remove coarse dirt from the instruments with a suitable brush (see chap-
ter Kapitel 9.1) and rinse out the working cannulas. Do not use fixing agents or hot water (>
40°C), as this results in residues becoming fixed and can affect the success of the subsequent
cleaning operation

Dismantle and/or open instruments as far as possible. Within short time after use the instru-
ments clean the instruments for reducing a drying of the residues.

This enables an easier cleaning. If instruments come into contact with corroding medicines or
cleaning agents, wash these up with water immediately after use.

Longer drying times, e.g. for dry disposal are not validated and therefore not recommended.

Y The drying time during validation was 1 hour.

9.3 Manual cleaning

Since mechanical processes can be standardizied, reproduced and therefore valida-
ted, mechanical cleaning/disinfection should be preferred to manual processes. Ma-

& nual cleaning and disinfection process ist not validated and therefore needs to be
validated additionally by the end user.

9.4 Mechanical cleaning

Due to international standards (EN ISO 15883) and national guidelines, only validated mecha-
nical cleaning and disinfection procedures should be used. For automated cleaning, we recom-
mend a standard program for surgical instruments, e.g. instruments from Miele.

Observe the following by loading:

[ Place the disassembled or opened instruments securely in the tray.

B Instruments with openings and recesses must be placed with the open side facing
downwards so that they can be cleaned and no water from the cleaning process can
collect in them.

38



Vessel sealing instrument BiSeal® with cutting function I:LI-I EII

[ If available, use a coordinated rinsing device.

Place the instruments with joints in an opened position into the cleaning, -and disin-
fection machine

B If a device for flushing, e.g. a Luer-Lock connection, is available, it should be used as
shown in the illustration..
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[ If needed use an adapter for the cleaning.

Preliminary rinsing is followed by chemical.
The chemical cleaning should take place at 40°C -60°C for at least 5 minutes.

We recommend products with a pH-value within 9-10, e.g. Neodisher MediClean forte from
Dr. Weigert. The cleaning agents used should be selected depending on the material and pro-
perties of the instruments and in accordance to national regulations: If there is a high chloride
concentration in the water, pitting and tension crack corrosion can occur on the instruments.
The occurrence of this type of

corrosion is minimized by using alkaline cleaning agents and demineralized water. By adding
an acid-based neutralization medium, the rinsing off of alkaline cleaning agent residues is fa-
cilitated during the first intermediate rinsing process.

In order to prevent the formation of deposits, it is advisable to use neutral cleaners where the
water quality is unfavourable.

After the second intermediate rinsing process, thermal disinfection takes place.

The thermal disinfection should be carried out with demineralized water that corresponds to mi-
crobiological drinking water quality (< 100 CFU/ml drinking water) at 80 to 95°C and an expo-
sure time in accordance with EN ISO 15883.

After the finishing of the programme take the good out of the machine because corrosion can
arise if the instrument remains in the machine.
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Y Parameters used for the validation of preparation

Pre-rinsing 1 minute with cold tap water

Temperature: 55 °C

Cleaning Soaking Time: 5 minutes (worst case)

Neodischer Mediclean forte 0,4% (worst case)

Temperature: cold DI water

Neutralization Soaking Time: 2 minutes

Neodisher Z 0,1%

Post-rinsing 2 minutes with cold DI water

Temperature: 90 °C (Ag 3000)

Disinfection
Soaking Time: 5 minutes

9.5 Drying

Ensure adequate drying by the cleaning and disinfection device or using other suitable measu-
res.

Y Drying was omitted in the validation (worst case condition).

10 Maintenance, inspection

After cooling to room temperature, the instruments must be visually inspected for protein resi-
dues and other contamination. Slits, barriers, locks, tubes and other areas that are difficult to
access must be thoroughly inspected. Instruments that are not residue-free must be repeatedly
subjected to the entire reprocessing process.

To ensure that surgical instruments can be used for their intended purpose after reprocessing,
it is necessary to carry out a functional test after cleaning, disinfection and drying of the visual
inspection and care measures. Carry out the functional tests described in chapter Kapitel 10.1.
Instruments that are stained, blunt, bent, no longer functional, damaged in any other way or the
instrument labeling is no longer recognizable (e.g. labeling, UDI code no longer legible) must
be discarded!

To help identify faulty instruments that need to be sorted out, we recommend the brochure "Ins-
trument Reprocessing" from the Working Group “Instrumenten Aufbereitung”. This includes
Chapter 8 " Checks and Care" and Chapter 12 " Surface Changes: Deposits, Discoloration,
Corrosion, Aging, Swelling and Stress Cracks".
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10.1 Functional check

A newly purchased product must be subjected to a thorough visual and function check after its
delivery and before each use.

Products must be checked for irregularities. Paying attention to cracks, fractures and the oc-
currence of corrosion.
Carry out a function check in accordance with the intended application of the instrument.

Essential tests for instruments with serration and jaw are among others:
B Correct opening and closing (smooth movement, complete)
B Intact serration (bent, broken off)
B The jaws must close properly
[ No throwing the jaws over (cross bite)

Defective products must not be used and must have undergone the complete preparatory treat-
ment process again before being returned.
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11 Sterilization

Prior to sterilization, products must undergo cleaning and disinfection, be rinsed off without re-
sidue using demineralized water and subsequently dried. HEBUmedical recommends using a
validated steam sterilization process (e.g. sterilizer in compliance with EN 285 and validated in
accordance with DIN EN ISO 17665-1).

On using the fractionated vacuum method, sterilization must be performed with at least 134°C
(USA 132°C) with a minimum dwell period of 3 minutes. Vacuum drying must then be car-
ried out for at least 20 minutes.

Y Parameters used for the validation of steam sterilization
Prevacuum 3 times

Sterilization temperature 132 °C

Sterilization time 1,5 minutes (half cycle method)
Drying time 20 minutes

The vapour must be free of ingredients, recommended limiting values of feed water and vapour
condensate are determined through EN 285.

Other sterilization processes are compatible but not validatet from HEBUmedical.

When loading, observe the recommended total weight. After the sterilization, check the sterile
product packaging for damage, and inspect the sterilization indicators.

11.1 Packaging

Compliant packaging of products for sterilization in line with ISO 11607. Packaging used must
be suitable for the instruments and protect them from microbiological contamination during sto-
rage. The seal must not be under tension. HEBUmedical recommends container or hospital
common sterilization paper/film packagings for sterilized packaging.

During validation the instruments were packaged in hospital common sterilizafion pa-
V ckagings (paper/film packagings) and steam sterilized.

12 Lifetime

The steam sterilization procedure was validated by laboratory tests. The products were sterile

validated at a pre-vacuum of at least 5min duration and a temperature of 134°C for a lifetime
of 50 cycles.

You can continue to use the instruments at your own responsibility over this cycle value if the
tests described in chapter 7 have been successfully completed.
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13 Storage

Store products in a dry, clean and dust-free environment at moderate temperatures from 5°C
to 40°C.
Pecrott from the effects of the sun’s rays and artificial light.

N
-"" ““- ?

14 Warranty / Repair

Our products are manufactured from high-grade materials and carefully checked prior to di-
spatch. However, even if used properly in accordance with their intended purpose they are sub-
ject to a greater or lesser degree of wear depending on their intensity of use.

This wear is technically induced and unavoidable.

Should faults occur independently of wear, please contact our customer services. Defective
products should no longer be used.

They must undergo the complete preparatory treatment process before being returned.

15 Disposal

Before disposal, the product must undergo the complete reprocessing and sterilization process
in accordance with the procedure described in these instructions for use.

Risk of infection from contaminated products!
& I  When disposing of the product, its components and their packaging, the
national regulations must be observed.

Risk of injury from sharp-edged and/or pointed products!
& I When disposing of the product, ensure that the packaging prevents injury
from the product.

16 Service and manufacturer address

Should you require the instructions for use in paper form, please use the contact details below.
The instructions for use in paper form will be made available to you within seven calendar days
of receipt of the request.

Alternatively, you can print out the electronic instructions for use yourself.
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J HEBUmedical GmbH
Badstralie 8
78532 Tuttlingen / Germany

Tel. +4974619471-0

eMail: service@HEBUmedical.de
c € 0123 Website: www.HEBUmedical.de
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1 Explications des symboles

Symbole

Définition

Marquage CE

c € 0123
YA

Attention

Parameétres validés

d Fabricant

LOT Nom du lot

REF Numeéro de réference

&on]y Dispositif medical /
Dispositif de prescription FDA

MD Dispositif medical

» Non stérile
:-“-\‘]'% Conserver a |I'abri du soleil

)

Conserver au sec

P
A

Temperatur

(G C

Hinweis auf olFU

Mode d’empiloi (éloctronique)
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Aucune intervention sur les patients porteurs
4 de stimulateurs cardiaques

2 Introduction

Lorsque vous achetez cet instrument, vous recevez un produit de haute qualité dont la mani-
pulation et l'utilisation appropriées sont décrites ci-dessous.

Afin de réduire au maximum les risques et le stress inutile pour les patients, les utilisateurs et
les tiers, nous vous demandons de lire attentivement le mode d'emploi et de le conserver.

Nos produits sont exclusivement destinés a un usage professionnel conforme a leur destinati-
on par du personnel spécialisé formé et qualifié, et ne peuvent étre achetés que par ce dernier.

3 Utilisation conforme

3.1 Utilisation prévue

Un produit monopolaire ou bipolaire utilisé pour la coagulation de vaisseaux ou de faisceaux
de tissu pour I’hémostasie. Il n’est pas destiné a étre utilisé en contact direct avec le cceur, le
systéme circulatoire central ou le systéme nerveux central. C’est un produit réutilisable.

3.2 Indication

Le produit est utilisé en chirurgie HF. Il ne peut étre utilisé que par du personnel spécialisé for-
mé et qualifié.

3.3 Contre-indications générales

Les pinces bipolaires HF ne doivent pas étre utilisées en relation avec le systéme nerveux cen-
tral ou le systéme circulatoire. La ligature des trompes n’est pas une application sire.

3.4 Groupe cible de patients

Les produits sont adaptés a tous les groupes de patients.

3.5 Capacité de charge électrique maximale

Capacité de charge électrique maximale est de 0,3kVp.
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4 Application

L'instrument de scellement de vaisseaux BiSeal® est destiné exclusivement a étre utilisé avec
les appareils BiSeal® de HEBUmedical GmbH. Les instructions de la notice d'utilisation de
I'appareil a utiliser doivent étre respectées.

L'instrument de scellement de vaisseaux BiSeal® est utilisé en chirurgie mini-invasive, notam-
ment en laparoscopie. Les instruments peuvent étre insérés dans des manchons de trocart de
10 mm.

L'instrument de scellement des vaisseaux BiSeal® est utilisé pour fermer définitivement les
veines et les artéres

et des faisceaux de tissus avec séparation ultérieure sans changement d'instrument. Les réci-
pients jusqu'a un diamétre maximum de 7 mm peuvent étre scellés de maniére permanente.
L'instrument est connecté aux sorties bipolaires correspondantes du générateur HF via un ca-
ble de connexion.

L'instrument de scellement de cuve BiSeal® est disponible dans des longueurs utiles de 200
mm (HF 9581-20) et 370 mm (HF 9581-37).

L'interaction de la pression mécanique (p) et du courant haute fréquence (1)
crée une zone d'étanchéité fiable et permanente sur les artéres, les veines
ou les faisceaux de tissus. Il est crucial que la pression soit maintenue cons-
tamment pendant toute la durée d'utilisation.

Les instruments de coagulafion ne peuvent &tre utilisés que par des personnes spé-
cialement formées ou instruites a cet effet. Les récipients jusqu'a un diamétre maxi-

A mum de 7 mm peuvent étre scellés de maniére permanente. Pour les gros vaisseaux,
une double coagulation céte a cote est recommandée. Celui-ci peut ensuite étre cou-
pé au milieu.

41 Tests fonctionnels dans la zone opératoire stérile

La fonction mécanique doit étre testée avant le début de l'intervention, et en cas d'utilisation
laparoscopique avant l'insertion dans le trocart : ouverture, fermeture, verrouillage, déverrouil-
lage, déplacement de la lame.

Le fonctionnement électrique de l'instrument doit étre vérifié avant utilisation (par exemple a
l'aide d'un tampon stérile imbibé d'une solution de NaCl).

4.2 Utilisation

Aprés un montage et un raccordement corrects a |'une des deux prises bipolaires présentes

sur le

Générateur HF, le mode ,BiSeal®" doit étre réglé.

Le tissu a traiter est ensuite saisi.

Aprés avoir saisi le mouchoir, la poignée est fermée. Le courant de scellage est déclenché a
I'aide d'une pédale.

Le systéme termine le processus avec une fonction d'arrét automatique (arrét automatique de
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I'alimentation en courant HF ; confirmation acoustique).
Le tissu scellé peut ensuite étre coupé avec la lame intégrée.

é Avant de commencer le scellement, assurez-vous qu'aucun uretére, cordon nerveux,
anse intestinale ou autre structure n'a été accidentellement coincé !

Pour les grands récipients, il est recommandé de sceller deux joints I'un a c6té de I'au-
tre puis de les séparer au milieu.

5 Montage et démontage

5.1 Démontage de la lame

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

DANGER!

& Ne retirez jamais les lames avec les doigts — risque de blessure!
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5.2 Nettoyage

3. Clean upper and lower parts of
blade duct

5.3 Assemblage de la lame

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Avertissements de danger

Les produits ne peuvent étre utilisés qu'en combinaison avec les accessoires HEBU et unique-
ment par du personnel spécialisé cliniquement formé. Les électrodes ne doivent pas étre pliées
car cela pourrait endommager le matériau et entrainer la rupture de I'électrode. La puissance
de sortie de I'appareil HF ne peut étre réglée qu'a la valeur absolument nécessaire a l'interven-
tion. Si les performances de coagulation habituelles ne sont pas obtenues malgré les réglages
standard de I'appareil HF, n'augmentez jamais la puissance de sortie de I'appareil sans vérifi-
cation préalable. Les points suivants doivent étre vérifiés en détail : le parfait contact de toutes
les fiches et cables HF, le fonctionnement de la pédale ou de l'interrupteur au doigt sur la po-
ignée, l'isolation des cables HF, de l'instrument ainsi que la propreté et I'usure de I'extrémité
distale du électrode(s) active(s). Avant de commencer l'opération, vérifiez que les moniteurs
transmettent les signaux de maniére fluide (par exemple sans bruit) en appuyant sur le bouton
jaune (CUT) et le bouton bleu (COAG).

Pour retirer le cable HF, saisissez toujours la fiche. Ne tirez jamais sur le cable HF car cela
pourrait 'endommager. Les cables présentant une isolation défectueuse/fragile ou une rupture
du cable électrique (en raison d'un pli ou d'un écrasement important du cable) peuvent provo-
quer des brilures a I'utilisateur/patient, voire provoquer un incendie. Les instruments HF actifs
et les poignées HF ne doivent pas étre placés sur le patient afin d'éviter des blessures corpo-
relles en cas d'activation accidentelle de HF.

Pour nettoyer les électrodes actives, le mode « Auto Start » (uniquement pour une uti-
lisation bipolaire) doit étre désactivé ou l'instrument doit étre déconnecté du généra-
teur. La zone de la pointe peut étre encore chaude immédiatement aprés I'activation,
ce qui signifie qu'il existe un risque de brllure.

Les brilures endogénes sont des brllures causées par une densité de courant élevée dans
les tissus du patient. Les causes peuvent inclure : Le patient entre accidentellement en contact
avec des piéces électriguement conductrices. Si les cables HF entrent en contact direct avec
la peau, les courants capacitifs peuvent provoquer des br{lures.

Les briilures exogénes sont des brilures causées par la chaleur de liquides ou de gaz en-
flammeés. Des explosions sont également possibles. Les causes peuvent étre : une inflamma-
tion des nettoyants et désinfectants cutanés, une inflammation des gaz anesthésiques, etc.

Les stimulateurs cardiaques peuvent é&tre endommagés par le courant HF. Consul-
® | tez un cardiologue avant l'intervention. N'effectuez jamais d'interventions ambulatoi-
res avec courant HF sur des patients porteurs d'un stimulateur cardiaque.
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7

Consignes de sécurité

Les dispositifs médicaux sont livrés non stériles et doivent étre nettoyés, désinfectés
et stérilisés avant la premiére utilisation.

Avant chaque utilisation, I'instrument doit étre inspecté visuellement pour détecter tout
dommage ou contamination!

Vérifiez l'isolation des électrodes et le prolongement de I'arbre pour déceler tout dom-
mage avant chaque utilisation.

N'utilisez pas de produits défectueux!

Ne pas utiliser en présence de substances inflammables ou explosives!

Ne le placez jamais sur le patient ou a proximité immédiate!

HEBUmedical met expressément en garde contre la prolongation du produit. Toute
prolongation entraine I'exclusion de la responsabilité de HEBUmedical GmbH.

Protégez ces produits de tout dommage mécanique! Ne pas jeter! N'utilisez aucune
force.

Evitez les contraintes mécaniques excessives du produit et de ses composants au-
dela de la conception, car cela peut entrainer des dommages et une perte de fonction!

Les cables ou poignées HF défectueux ne doivent généralement pas étre réparés. lls
doivent étre remplacés par des neufs.

Respecter les instructions du fabricant concernant la capacité de charge électrique!

Protection du patient contre tout contact avec des éléments métalliques mis a la terre
(table d’opération, perfusion, etc.) lors de I'application.

Ne pas stériliser le produit avec un stérilisateur a air chaud.

Considérez les limites de la méthode ! Ne scellez pas les récipients d'un diamétre
supérieur a 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

La coagulation des trompes de Fallope avec l'instrument BiSeal® n'est pas une
procédure de stérilisation slre!
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Le porte-lame doit étre changé aprés chaque cycle d'utilisation ! N'utilisez pas le
porte-lame deux fois!

Si la partie machoire est immergée dans des liquides électriquement conducteurs, le
récipient ne sera pas hermétiquement fermé car le courant passe a travers le liquide
(shunt)!

Les surfaces extérieures de Ta machoire sont si chaudes en raison de Ta conduction
thermique, méme aprés la fin de la coagulation, qu'elles peuvent provoquer des
brllures indésirables. Il faut éviter de toucher le tissu immeédiatement aprés la fin du
scellage!

N'utilisez pas le porte-lame avant de sceller le tissu capturé - risque de saignement.
Effectuez la découpe uniquement aprés que le processus de scellage a été correcte-
ment acquitté par I'appareil HF!

Des résidus de tissus peuvent se coincer entre les branches, dans e guide-lame et
les articulations, provoquant des génes fonctionnelles (shunts électriques, coince-
ment du porte-lame). Dans ces cas, l'instrument doit étre nettoyé occasionnellement
a l'aide de I'outil de nettoyage fourni, d'une brosse ou d'un tampon et d'eau stérile.

Lors du scellement du récipient, la lame doit étre rétractée dans la partie machoire,
sinon cela provoquerait un court-circuit et aucun effet d'étanchéité ne se produirait.

Commencez par un réglage de puissance faible et augmentez la puissance si néces-
saire. Si I'effet d'étanchéité est mauvais ou absent, dépannez-vous, n'augmentez pas
simplement le réglage de la puissance HF au maximum!

Le cable de connexion doit étre acheminé de maniere a ce qu'il n'entre pas en contact
avec le patient ou d'autres lignes. Protégez le cable des dommages mécaniques
(écrasement, écrasement, vrillage).

Evitez I'utilisation simultanée de la chirurgie HF et des électrodes et capteurs élec-
triquement mis a la terre des appareils de diagnostic !

Si les produits sont utilisés sur des patients atteints d'encéphalopathie spongiforme
transmissible ou d'infection par le VIH, nous déclinons toute responsabilité en matiére
de réutilisation.

d 1 1=d N =g N B B B o B B g

Tout incident grave lié au dispositif doit étre signalé au fabricant et a l'autorité compé-
tente de I'Etat membre dans lequel l'utilisateur et/ou le patient est étabili.

Informations supplémentaires pour les opérations laparoscopiques

ZAN

Sceller uniquement lorsque la partie machoire de l'instrument se trouve dans la zone
visible ! Une activation ou un mouvement involontaire de l'instrument peut entrainer
des blessures au patient!

ZAN

Les électrodes conductrices de courant dans la machoire doivent avoir une distance
de sécurité d'au moins 2 cm de I'extrémité métallique du trocart lorsqu'elles sont ac-
tivées.

ZAN

Insérez l'instrument dans le trocart et retirez-le uniguement avec les méachoires fer-
mées!
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8 Contenu de la livraison

HFagg‘!jgﬁg_;ier Instrument de scellement de cuve BiSeal® 200 mm ou 370 mm
HB2310 Porte-aiguille - pour retirer les lames en toute sécurité
HF9581-01 Lames de rechange jetables
Mode d'emploi

9 Préparation

Le responsable du traitement préparatoire est chargé de veiller a ce que le traitement soit dO-
ment effectué en utilisant I'équipement, les matériaux et le personnel appropriés dans l'instal-
lation de traitement et qu'il atteigne ainsi le résultat souhaité. Cela nécessite une validation et
un contrble de routine du processus utilisé. Nous vous invitons a prendre connaissance des
réglementations nationales traitant de la préparation des instruments.

Les paramétres validés se rapportent aux instruments chirurgicaux réutilisables. Pour les au-
tres produits décrits, les paramétres validés devraient également étre respectés, sauf si une
autre procédure est explicitement décrite.

9.1 Informations sur la préparation des instruments

Utilisez des produits de nettoyage et/ou de désinfection avec un pH compris entre 9
et 10.

Veuillez respecter les indications du fabricant concernant le dosage, le temps d'action
et le renouvellement des produits de nettoyage et de désinfection.

Utilisez des brosses appropriées qui n'entrainent pas d'enlévement de matiére, c'est-
a-dire pas de brosses dures (comme les brosses métalliques et les éponges métalli-
ques) ou de produits abrasifs grossiers.

Ne jamais laisser les instruments dans le détergent ou le désinfectant plus longtemps
que prescrit.

Rincer et souffler soigneusement dans les canaux et les tuyaux.

Les instruments délicats doivent étre nettoyés dans un plateau ou un dispositif de
réception.

Respecter les indications du fabricant des appareils de nettoyage et de stérilisation.

9.1.1 Qualité de lI'eau

Pour le nettoyage, la neutralisation et le ringcage final, nous recommandons d'utiliser de I'eau

déminéralisée conformément aux "Lignes directrices de la DGKH, de la DGSV et de I'AKI pour
la validation et le contrdle de routine des processus de nettoyage mécanique et de désinfection
thermique des dispositifs médicaux et pour les principes de sélection des appareils" (ces lignes
directrices se référent a la norme DIN EN ISO 15883-1, point 6.4.2).
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Conformément a la ligne directrice, les valeurs suivantes sont recommandées:

Instrument d'étanchéité vasculaire Biseal® avec fonction de coupe

Conductivité: <15 ps/cm (différente du tableau de la norme DIN EN 285)
Valeur du pH: 5-7

Dureté totale: <0,02 mmol CaOl/l

Salinité: < 10 mg/I

Phosphate (sous forme de P,05): 0,5 mgl/l

Silicate (sous forme de SiO,): <1 mgl/l

Chlorure: <2 mg/l

9.2 Préparation au lieu d'utilisation

Immédiatement aprés l'application, enlever les grosses saletés des instruments avec une bros-
se appropriée (voir chapitre Kapitel 9.1) et rincer les canules de travail. Ne pas utiliser de pro-
duits fixants ou d'eau chaude (> 40°C), car cela entraine la fixation de résidus et peut influencer
le succés du nettoyage ultérieur.

Démonter et/ou ouvrir les instruments autant que possible.

Les instruments doivent étre nettoyés dans les plus brefs délais aprés leur utilisation afin de
réduire le séchage des résidus et de permettre ainsi un nettoyage plus facile. Siles instruments
entrent en contact avec des médicaments ou des détergents corrosifs, les laver immédiate-
ment a l'eau apres utilisation.

Des temps de séchage plus longs, par exemple dans le cadre d'une élimination a sec, n'ont
pas été validés et ne sont donc pas recommandés.

Y Le temps de séchage pendant la validation était de 1 heure.

9.3 Nettoyage manuel

Etant donné que les processus mécaniques peuvent étre normalisés, reproduits et
donc validés, le nettoyage / désinfection mécanique doit étre préféré aux processus

& manuels. Le processus de nettoyage et de désinfection manuel n'est pas validé et il
y a de validation en outre par I'utilisateur final.

9.4 Nettoyage mécanique

En raison des normes internationales (EN ISO 15883) et des directives nationales, seules les
procédures de nettoyage et de désinfection mécaniques validées devraient. Pour le nettoyage
automatisé, nous recommandons un programme standard pour les instruments chirurgicaux,
par ex. Instruments de Miele.

Observez ce qui suit en chargeant:

B Placer les instruments démontés ou ouverts en toute sécurité dans le plateau.
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B Les instruments avec ouvertures et recoins doivent étre placés avec le c6té ouvert
vers le bas afin qu'ils puissent étre nettoyés et qu'aucune eau du processus de net-
toyage ne peut s'y rassembler.

[ Sidisponible, utilisez un dispositif de ringage coordonné

Placer les instruments avec des joints en position ouverte dans la machine de net-
toyage et de désinfection.

B Siun dispositif de ringage, par exemple une connexion Luer-Lock, est disponible, il
doit étre utilisé comme indiqué sur l'illustration.
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[ Sinécessaire, utilisez pour adapter le nettoyage.

Le prérincage est suivi du nettoyage chimique.
Le nettoyage chimique doit étre effectué a une température comprise entre 40°C et 60°C pen-
dant au moins 5 minutes.

Comme produit de nettoyage, nous recommandons des produits avec un pH compris entre 9
et 10, par exemple Neodisher MediClean forte du Dr Weigert. Le choix des produits de net-
toyage dépend du matériau et des propriétés des instruments ainsi que des prescriptions na-
tionales.

En présence d'une concentration élevée de chlorure dans I'eau, une corrosion par pigQres et
fissures de tension peut se produire sur les instruments.

L'utilisation de détergents alcalins et d'eau déminéralisée permet de minimiser l'apparition de
ce type de corrosion.

L'ajout d'un agent neutralisant a base d'acide facilite le ringage des résidus de détergents al-
calins lors du premier ringage intermédiaire.

Pour prévenir la formation de dépéts, il est recommandé d'utiliser des détergents neutres lors-
que la qualité de I'eau est défavorable.

Apreés le deuxiéme ringcage intermédiaire, on procéde a la désinfection thermique.

La désinfection thermique doit étre effectuée avec de I'eau entierement déminéralisée, qui cor-
respond a la qualité microbiologique de I'eau potable (< 100 UFC/ml d'eau potable), a une tem-
pérature de 80 a 95°C et avec un temps d'action conforme a la norme EN ISO 15883.

Les instruments a laver doivent étre retirés de la machine une fois le programme terminé, car
le fait de rester dans la machine peut entrainer de la corrosion.
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Y Paramétres utilisés pour la validation de la préparation

Pré-ringage 1 minute avec de I'eau du robinet froide

Température: 55°C

Nettoyage Temps de trempage: 5 minutes (pire cas)

Neodisher Mediclean Forte 0,4% (pire cas)

Température: eau déminéralisée froide

Neutralisation Temps de trempage: 2 minutes

Néodisher Z 0,1%

Post-ringage 2 minutes avec de I'eau déminéralisée froide

Température: 90 °C (Ag 3000)

Désinfection

Temps de trempage: 5 minutes

9.5 Séchage

Assurez-vous un séchage adéquat par le dispositif de nettoyage et de désinfection ou a l'aide
d'autres mesures adaptées.

v Le séchage a été omis dans la validation (pire affaire).

10 Entretien, inspection

Aprés avoir refroidi a la température de I'espace, les instruments doivent étre inspectés visu-
ellement pour les résidus protéiques et autres contamination. Les fentes, les barriéres, les ser-
rures, les tubes et autres sont difficiles d'accés doivent étre soigneusement inspectées. Les
instruments qui ne sont pas sans résidus doivent étre soumis a plusieurs reprises a l'ensemble
du processus de retraitement.

Pour s'assurer que les instruments chirurgicaux peuvent étre utilisés a leur objectif apres le re-
traitement, il est nécessaire d'effectuer un test fonctionnel aprés le nettoyage, la désinfection
et le sec des mesures d'inspection visuelle et de soins. Effectuer les tests fonctionnels dégus
au point 10.1.

Les instruments qui présentent des taches, qui sont émoussés, déformés, qui ne sont plus
fonctionnels, qui sont endommagés d'une autre maniére ou dont l'identification de l'instrument
n'est plus reconnaissable (p. ex. inscription, code UDI plus lisible) doivent étre mis au rebut!
Pour aider a identifier les instruments défectueux qui doivent étre réglés, nous recommandons
la brochure "reprocéder" du groupe de travail "Préparation des instruments”. Cela comprenait
le chapitre 8 "Contrdles et soins" et le chapitre 12 "Modifications de surface: dépbts, décolora-
tion, corrosion, vieillissement, gonflement et fissures de stress".
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10.1 Test de fonctionnement

Un produit nouvellement acheté doit &tre soumis a une vérification visuelle et de fonction ap-
profondie aprés sa livraison et avant chaque utilisation.

Les produits doivent étre vérifiés pour les irrégularités. Préter attention aux fissures, aux frac-
tures et a la survenue de corrosion.

Il faut également vérifier la lisibilité des inscriptions.

Effectuez une vérification de fonction conformément a I'application prévue de l'instrument.

Les tests essentiels pour les instruments avec dentelle et la machoire sont entre autres:
B Ouverture et cloture correctes (mouvement lisse, complet)

[ dentelle intacte (pliée, cassée)
B Les machoires doivent fermer correctement
I Pas de jetant les machoires (borde croisée)

Les produits défectueux ne doivent pas étre utilisés et doivent avoir suivi le processus de trai-
tement préfaratoire complet avant d'étre retourné.

11 Stérilisation

Avant la stérilisation, les produits doivent étre nettoyés et désinfectés, puis rincés sans résidus
a l'eau déminéralisée et enfin séchés. HEBUmedical recommande d'utiliser un procédé de sté-

rilisation a la vapeur validé (par exemple, un stérilisateur conforme a la norme EN 285 et validé
selon la norme DIN EN ISO 17665-1).

En cas d'utilisation de la méthode du vide fractionné, la stérilisation doit étre effectuée a une
température d'au moins 134°C (USA 132°C) avec un temps de séjour minimum de 3 minu-
tes. Le séchage sous vide doit ensuite étre effectué pendant au moins 20 minutes.

Y Parameétres utilisés pour la validation de la stérilisation a la vapeur
Prevacuum 3 fois

Température de stérilisation 132 °C

Temps de stérilisation 1,5 minutes (méthode du demi-cycle)
Temps de séchage 20 minutes

La vapeur doit étre exempte de composants, les valeurs limites recommandées pour I'eau d'ali-
mentation et le condensat de vapeur sont définies par la norme EN 285.

D'autres méthodes de stérilisation sont compatibles, mais ne sont pas validées par HEBUme-
dical.

Respecter le poids total recommandé lors du chargement! Apres la stérilisation, vérifier que

I'emballage des articles stériles n'est pas endommagé et contrdler les indicateurs de stérilisa-
tion.

11.1 Emballage
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Emballage des produits conforme a la norme ISO 11607 pour la stérilisation. Les emballages
doivent étre adaptés aux instruments et les protéger de toute contamination microbiologique
pendant le stockage. Le scellement ne doit pas étre sous tension. HEBUmedical recommande
d'utiliser des conteneurs ou un emballage papier/film typique des hépitaux comme emballage
de stérilisation.

Pendant Ta validation, Tes instruments ont éié emballés dans des emballages de stérili-
Y sation communs de I'hdpital (emballages en papier / film) et stérilisés a la vapeur.

12 Durée de vie

La procédure de stérilisation a la vapeur a été validée par des tests de laboratoire.Les produits
ont été validés stériles a un pré-vacuum d'au moins 5 minutes et a une température de 134 °C
pour une durée de vie de 50 cycles.

Vous pouvez continuer a utiliser les instruments a votre propre responsabilité sur cette valeur
de cycle si les descriptions des tests du chapitre 7 ont été terminées avec succes.

13 Stockage

Stockez les produits dans un environnement sec, propre et sans poussiére a moderne tempéré
de 5°C a 40 °C.
Protéger des effets des rayons du soleil et de la lumiére artificielle.

K& )

14 Garantie / réparation

Nos produits sont fabriqués a partir de matériaux de haute qualité et soigneusement vérifiés
avant I'expédition.Cependant, méme s'ils sont utilisés correctement conformément a leur ob-
jectif prévu, ils sont soumis a un degré d'usure supérieur ou moindre en fonction de leur inten-
sité d'utilisation.

Cette usure est induite techniquement et inévitable.

Si les défauts se produisent indépendamment de l'usure, veuillez contacter nos services a la
clientéle. Les produits défectueux ne doivent plus étre utilisés.

lls doivent subir le processus complet de traitement préparatoire avant d'étre retournés.

63



Dil Instrument d'étanchéité vasculaire Biseal® avec fonction de coupe

15 Elimination

Le produit doit subir le processus complet de préparation et de stérilisation, conformément a la
procédure décrite dans le présent mode d'emploi, avant d'étre éliminé.

Risque d'infection par des produits contaminés !
A I Lors de I'élimination du produit, de ses composants et de leur emballage, les
réglementations nationales doivent étre respectées.

Risque de blessure par des produits a arétes vives et/ou pointues !
A | Lors de I'élimination du produit, il faut s'assurer que I'emballage empéche
toute blessure par le produit.

16 Adresse du service et du fabricant

Si les instructions pour une utilisation sous forme de papier sont requises, veuillez utiliser les
coordonnées répertoriées ci-dessous. Les instructions d'utilisation sous forme de papier seront
présentées a vous dans les sept jours civils suivant la réception de la demande.
Alternativement, les instructions électroniques a utiliser peuvent également étre imprimées.

d HEBUmedical GmbH
Badstral’e 8

78532 Tuttlingen / Germany
Tel. +4974619471-0

eMail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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BRJES

Explicacion de simbolos

Simbolo Definicion
c € 0123 Marcado CE
i"‘_\ Atencion

Parametros validados

Fabricante

Nombre de lote

LOT
REF Numero de referencia
& only Dispositivo médico /
dispositivo de prescripcion FDA

MD Dispositivo médico
) No estéril

STERILE

"‘-..].o" .

/\‘i-\u Almacenar lejos de la luz solar
@

Almacenar en seco

P
A

Temperature

Instrucciones de uso (electronicas)
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» Ninguna intervencion en pacientes con
. marcapasos cardiacos

2 Introduccion

Cuando compre este instrumento, recibira un producto de alta calidad, cuyo manejo y uso ade-
cuados se describen a continuacion.

Para mantener los riesgos y el estrés innecesario para los pacientes, usuarios y terceros lo
mas bajos posible, le pedimos que lea atentamente las instrucciones de uso y las conserve.

Nuestros productos estan destinados exclusivamente al uso profesional, de acuerdo con la fi-
nalidad prevista, por parte de personal especializado debidamente formado y cualificado, y
solo pueden ser adquiridos por este.

3  Utilice

3.1 Uso previsto

Un producto monopolar o bipolar utilizado para la coagulacién de vasos vasiles o haces de te-
jido para la hemostasia. No esta destinado a usarse en contacto directo con el corazon, el sis-
tema circulatorio central ni el sistema nervioso central. Es un producto reutilizable.

3.2 Indicacion

El producto se utiliza en cirugia de IC. Sélo puede ser utilizado por personal especializado ca-
pacitado y cualificado.

3.3 Contraindicaciones

Las pinzas bipolares de alta frecuencia no deben utilizarse en el sistema nervioso central ni en
el sistema circulatorio. La ligadura de trompas no es una aplicacion segura.

3.4 Grupo destinatario de pacientes

Los productos son adecuados para todos los grupos de pacientes.

3.5 Capacidad maxima de carga eléctrica

Capacidad maxima de carga eléctrica es de 0,3 kVp.
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4  Aplicacion

El instrumento de sellado de vasos BiSeal® esta disefiado exclusivamente para su uso con
dispositivos BiSeal® de HEBUmedical GmbH. Deben observarse las indicaciones contenidas
en las instrucciones de uso del dispositivo a utilizar.

El instrumento de sellado de vasos BiSeal® se utiliza en cirugia minimamente invasiva, espe-
cialmente en laparoscopia. Los instrumentos se pueden insertar a través de vainas de trocar
de 10 mm.

El instrumento de sellado de vasos BiSeal® se utiliza para cerrar permanentemente venas y
arterias.

y haces de tejidos con posterior separacion sin cambio de instrumentos. Se pueden sellar per-
manentemente recipientes con un diametro maximo de 7 mm. El instrumento se conecta a las
correspondientes salidas bipolares del generador de AF mediante un cable de conexion.

El instrumento de sellado de vasos BiSeal® esta disponible en longitudes de trabajo de 200
mm (HF 9581-20) y 370 mm (HF 9581-37).

La interaccion de la presién mecanica (p) y la corriente de alta frecuencia
(1) crea una zona de sellado fiable y permanente en arterias, venas o haces
de tejidos. Es fundamental que la presion se mantenga constantemente du-
rante todo el periodo de uso.

Los instrumentos de coagulacion solo pueden ser utilizados por personas que estén

A especificamente formadas o instruidas para ello. Se pueden sellar permanentemente
recipientes con un diametro maximo de 7 mm. Para vasos grandes, se recomienda la
coagulacion doble, lado a lado. Luego se puede cortar por la mitad.

4.1 Pruebas funcionales en el area quirurgica estéril.

La funcién mecanica debe ser probada antes del inicio de la operacion, y en el caso de uso
laparoscépico antes de la insercidn en el trocar: apertura, cierre, bloqueo, desbloqueo, movi-
miento de la hoja.

La funcidn eléctrica del instrumento debe comprobarse antes de su uso (por ejemplo, utilizan-
do un hisopo estéril empapado en una solucién de NaCl).

4.2 Operacion

Después del correcto montaje y conexién a una de las dos tomas bipolares del

Generador de HF, se debe configurar el modo “BiSeal®”.

Luego se toma el tejido a tratar.

Después de agarrar el pafiuelo, se cierra el mango. La corriente de sellado se activa mediante
un interruptor de pie.

El sistema finaliza el proceso con una funcion de parada automatica (terminacién automatica
del suministro de corriente HF; confirmacion acustica).

A continuacion, el tejido sellado se puede cortar con la cuchilla integrada.
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é Antes de comenzar el sellado, asegurese de que no se hayan atrapado accidental-
mente uréteres, cordones nerviosos, asas intestinales u otras estructuras.

Para recipientes grandes se recomienda sellar dos juntas una al lado de la otra y lue-
go separarlas por la mitad.

5 Montaje y desmontaje

5.1 Desmontaje de la hoja

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

iPELIGRO!

A Nunca retire las cuchillas con los dedos: jpeligro de lesiones!
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5.2 Limpieza

3. Clean upper and lower parts of
blade duct

5.3 Conjunto de cuchillas

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6  Advertencias de peligro

Los productos solo pueden ser utilizados en combinacion con accesorios HEBU y unicamente
por personal especializado clinicamente capacitado. Los electrodos no deben doblarse, ya
que esto puede danar el material y provocar que el electrodo se rompa. La potencia de salida
del dispositivo HF sélo se puede ajustar al valor absolutamente necesario para la intervencion.
Si no se logra el rendimiento de coagulacion habitual a pesar de los ajustes estandar del dis-
positivo HF, nunca aumente la potencia de salida del dispositivo sin comprobarlo primero. Se
debe comprobar detalladamente: el perfecto contacto de todos los enchufes y cables de alta
frecuencia, el funcionamiento del interruptor de pedal o del interruptor de dedo en el mango,
el aislamiento de los cables de alta frecuencia, del instrumento, asi como la limpieza y el des-
gaste del extremo distal del electrodo(s) activo(s). Antes de iniciar la operacién, verifique que
los monitores estén transmitiendo sefiales con fluidez (por ejemplo, sin ruido) presionando el
botén amarillo (CUT) y el botdn azul (COAG).

Para sacar el cable HF, agarre siempre el enchufe. Nunca tire del cable HF ya que podria
dafarlo. Los cables con aislamiento defectuoso/quebradizo o una rotura en el cable eléctrico
(debido a un fuerte retorcimiento o aplastamiento del cable) pueden causar quemaduras al
usuario/paciente o incluso provocar un incendio. Los instrumentos activos de HF y los mangos
de HF no deben colocarse sobre el paciente para evitar lesiones personales en caso de acti-
vacion accidental de HF.

Para Timpiar los electrodos activos se debe desactivar el modo “Auto Start” (solo

para uso bipolar) o desconectar el instrumento del generador. La zona de la punta
& puede estar todavia caliente inmediatamente después de la activacion, es decir,
existe riesgo de quemaduras.

Las quemaduras enddégenas son quemaduras causadas por una alta densidad de corriente
en el tejido del paciente. Las causas pueden incluir: El paciente entra accidentalmente en con-
tacto con piezas conductoras de electricidad. Si los cables de alta frecuencia entran en con-
tacto directo con la piel, las corrientes capacitivas pueden provocar quemaduras.

Las quemaduras exdégenas son quemaduras causadas por el calor de liquidos o gases en-
cendidos. También son posibles explosiones. Las causas pueden ser: inflamaciéon de limpia-
dores y desinfectantes de la piel, inflamacién de gases anestésicos, etc.

Los marcapasos pueden resultar danados por la corriente de alta frecuencia. Con-
¥ | sulte a un cardiélogo antes del procedimiento. Nunca realice procedimientos am-
bulatorios con corriente de alta frecuencia en pacientes con marcapasos cardiacos.
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7

Instrucciones de seguridad

Los dispositivos médicos se entregan sin esterilizar y deben limpiarse, desinfectarse
y esterilizarse antes del primer uso.

jAntes de cada uso, el instrumento debe ser inspeccionado visualmente para detectar
dafos y contaminacion!

Compruebe el aislamiento de los electrodos y la extensidn del eje para detectar dafos
antes de cada uso.

iNo utilice productos defectuosos!

iNo lo utilice en presencia de sustancias inflamables o explosivas!

iNunca lo coloque sobre el paciente o en sus inmediaciones!

HEBUmedical advierte expresamente contra la ampliacion del producto. Cualquier
ampliacién implica la exclusién de responsabilidad de HEBUmedical GmbH.

jProteja estos productos de cualquier daino mecanico! jNo tirar! No utilices ninguna
fuerza.

Evite sobrecargas mecanicas del producto y sus componentes mas alla de lo previsto
en el disefio, ya que esto puede provocar danos y pérdida de funcionamiento.

Por regla general, los cables de alta frecuencia o los mangos defectuosos no deben
repararse. Deben ser reemplazados por otros nuevos.

jObservar las indicaciones del fabricante sobre la capacidad de carga eléctrica!

Proteccién del paciente contra el contacto con elementos metalicos conectados a tier-
ra (mesa de operaciones, poste de suero, etc.) durante la aplicacion.

No esterilices el producto con un esterilizador de aire caliente.

iConsidere las limitaciones del método! jNo sellar recipientes con un diametro supe-
riora 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

jLa coagulacién de las trompas de Falopio con el instrumento BiSeal® no es un pro-
cedimiento de esterilizacion seguro!
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iEl portacuchillas debe cambiarse después de cada ciclo de uso! jNo utilice el porta-
cuchillas dos veces!

iSi la parte de la mandibula se sumerge en liquidos eléctricamente conductores, el
recipiente no quedara sellado de forma segura porque la corriente se conduce a
través del liquido (derivacion)!

Las superficies exteriores de Ta parte de Ta mandibula estan tan calientes debido ala
conduccion del calor, incluso después de finalizar la coagulacién, que pueden provo-
car quemaduras no deseadas. jDebe evitarse tocar el pafiuelo inmediatamente
después de finalizar el sellado!

No accione el portacuchillas antes de sellar el tejido agarrado - riesgo de hemorragia.
Realice la incisién sélo después de que el dispositivo de AF haya reconocido correct-
amente el proceso de sellado.

Los restos de tejido pueden quedar atrapados entre las ramas, en el guiasierras 'y en
las articulaciones, provocando alteraciones funcionales (derivaciones eléctricas,
atascos del portasierras). En estos casos, el instrumento debe limpiarse ocasional-
mente utilizando la herramienta de limpieza suministrada, un cepillo o hisopo y agua
esterilizada.

Durante el sellado de vasos, la cuchilla debe retraerse hacia la parte de la mandibula;
de lo contrario, se producira un cortocircuito y no se producira ningun efecto de sella-
do.

Comience con una configuracion de potencia baja y aumente la potencia si es nece-
sario. Si el efecto de sellado es deficiente o falta, solucione el problema, jno aumente
simplemente la configuracion de potencia HF al maximo!

El cable de conexién debe tenderse de modo que no entre en contacto con el paciente
ni con otras lineas. Proteja el cable contra dafios mecanicos (atropello, aplastamiento,
retorcimiento).

iEvite el uso simultaneo de cirugia de alta frecuencia y electrodos y sensores conect-
ados a tierra de dispositivos de diagndstico!

Si los productos se utilizan en pacientes con encefalopatia espongiforme transmisible
o infeccion por VIH, declinamos cualquier responsabilidad por su reutilizacion.

a1 M B N B e = B> B g B B g

Todos los incidentes graves relacionados con el dispositivo deberan notificarse al fa-
bricante y a la autoridad competente del Estado miembro en el que esté establecido
el usuario y/o el paciente.

Informacion adicional para operaciones laparoscépicas

ZAN

iSellar sélo cuando la parte de la mandibula del instrumento esté dentro del rango vis-
ible! jLa activacion o movimiento involuntario del instrumento puede provocar le-
siones al paciente!

ZAN

Los electrodos portadores de corriente en la mandibula deben tener una distancia de
seguridad de al menos 2 cm desde el extremo metalico del trocar cuando se activan.

ZAN

jIntroduzca el instrumento en el trocar Unicamente y extraigalo con las mandibulas
cerradas!
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8 Alcance de la entrega

HF9581-20 oder

HF9581-37 Instrumento de sellado de vasos BiSeal® 200 mm o 370 mm
HB2310 Portaagujas: para retirar las hojas de forma segura
HF9581-01 Cuchillas de repuesto desechables

Instrucciones de uso

9 Preparacion

El reprocesador es responsable de garantizar que el reprocesamiento realmente realizado con
el equipo, los materiales y el personal utilizados en la instalacion de reprocesamiento logre los
resultados deseados. Esto requiere la validacion y el control rutinario del proceso.

Cabe sefialar que deben respetarse las normativas nacionales en materia de reprocesamien-
to.

Los parametros validados se refieren a los instrumentos quirdrgicos reutilizables. Los parame-
tros validados también deben observarse para los demas productos descritos, a menos que
se describa explicitamente un procedimiento diferente.

9.1 Informacion sobre la preparacién del instrumento

Utilice agentes de limpieza y/o desinfectantes con un valor de pH entre 9-10.

Tenga en cuenta las instrucciones del fabricante en cuanto a dosificacion, tiempo de
exposicién y renovacion de los productos de limpieza y desinfeccion.

Utilice cepillos adecuados que no eliminen material, es decir, no utilice cepillos duros
(como cepillos metalicos y esponjas metalicas) ni limpiadores abrasivos gruesos.

No deje nunca los instrumentos en los agentes de limpieza o desinfectantes durante
mas tiempo del prescrito.

Aclarar y soplar a fondo los canales y tubos.

Los instrumentos sensibles deben limpiarse en una bandeja o soporte.

Observe las instrucciones del fabricante de los dispositivos de limpieza y esteriliza-
cion

9.1.1 Calidad del agua

Para la limpieza, neutralizacion y aclarado, recomendamos el uso de agua desionizada de
acuerdo con la "Directriz DGKH, DGSV, AKI para la validacion y supervision rutinaria de pro-
cesos automatizados de limpieza y desinfeccion térmica para productos sanitarios y sobre los
principios de seleccion de productos” (la directriz hace referencia a DIN EN ISO 15883-1 punto
6.4.2).
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Segun la directriz, se recomiendan los siguientes valores:

Conductividad: =15 ps/cm (desviandose de la tabla de la norma DIN EN 285).
Valor del pH: 5-7

Dureza total: <0,02 mmol CaOl/l

Contenido de sal: < 10 mg/I

Fosfato (como P,05): <0,5 mgl/l

Silicato (como SiO5): =1 mgl/l

Cloruro: =2 mgl/l

9.2 Preparacion en el lugar de uso

Inmediatamente después del uso, elimine la suciedad gruesa de los instrumentos con un ce-
pillo adecuado (véase el capitulo Kapitel 9.1) y enjuague las canulas de trabajo. No utilice
agentes fijadores ni agua caliente (> 40°C), ya que esto provoca la fijacion de residuos y puede
influir en el éxito de la limpieza posterior.

Desmontar y/o abrir los instrumentos en la medida de lo posible.

Los instrumentos deben limpiarse lo antes posible después de su uso para reducir el secado
de los residuos y facilitar asi la limpieza. Si los instrumentos entran en contacto con medica-
mentos o productos de limpieza corrosivos, enjuaguelos con agua inmediatamente después
de su uso.

Los tiempos de secado mas largos, por ejemplo como parte de la eliminaciéon en seco, no han
sido validados y, por lo tanto, no se recomiendan.

Y El tiempo de secado durante la validacion fue de 1 hora.

9.3 Limpieza manual

Dado que los procesos automatizados pueden normalizarse, reproducirse y, por lo
tanto, validarse, la limpieza y desinfeccion automatizadas deben preferirse a la lim-
& pieza y desinfeccion manuales.

Un proceso de limpieza y desinfeccion manual no esta validado y, por lo tanto, debe
asegurarse mediante una validacion adicional bajo la responsabilidad del usuario.

9.4 Limpieza mecanica

Debido a las normas internacionales (EN ISO 15883) y a las directrices nacionales, sélo deben
utilizarse procedimientos automatizados de limpieza y desinfeccion validados. Para la limpieza
automatizada, recomendamos un programa estandar para instrumental quirdrgico, por ejem-
plo, instrumental de Miele.

Para la carga debe tenerse en cuenta lo siguiente:
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[ Coloque los instrumentos desmontados o abiertos de forma segura en el carro.

B Los instrumentos con aberturas y huecos deben colocarse con el lado abierto hacia
abajo para que puedan limpiarse y no se acumule en ellos agua del proceso de lim-
pieza.

Si esta disponible, utilice un dispositivo de enjuague coordinado.

ey
oAt e e

N

I Coloque los instrumentos con juntas en una posicion abierta en la limpieza y la
maquina de desinfeccion.

[ Sise dispone de un dispositivo para lavado, por ejemplo una conexién Luer-Lock, se
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debe utilizar como se muestra en la ilustracion.

El prelavado va seguido de una limpieza en seco.
La limpieza quimica debe realizarse entre 40°C a 60°C durante al menos 5 minutos.

Recomendamos utilizar productos de limpieza con un pH de entre 9 y 10, como Neodisher
MediClean forte de Dr. Weigert. La eleccién del agente de limpieza depende del material y las
propiedades de los instrumentos, asi como de las normativas nacionales.

Si aumenta la concentracion de cloruro en el agua, pueden producirse picaduras y grietas por
corrosién bajo tension en los instrumentos.

La aparicion de este tipo de corrosion puede minimizarse utilizando agentes de limpieza alca-
linos y agua desmineralizada.

La adicion de un agente neutralizante de base acida facilita el aclarado de los residuos de de-
tergente alcalino durante el primer aclarado intermedio.

Para evitar la formacién de depdésitos, se recomienda el uso de detergentes neutros si la cali-

dad del agua es desfavorable.
La desinfeccién térmica tiene lugar después del segundo aclarado intermedio.
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La desinfeccién térmica debe realizarse con agua desmineralizada que corresponda a la cali-
dad microbiolégica del agua potable (< 100 UFC/mI de agua potable) a 80 a 95°C y un tiempo
de exposicion conforme a la norma EN ISO 15883.

La vajilla debe retirarse de la maquina al final del programa, ya que su permanencia en la ma-
quina puede provocar corrosion.

Y Parametros utilizados para la validacion de la preparacion

Pre-enjuague 1 minuto con agua fria

Temperatura: 55°C

Limpieza Tiempo de remojo: 5 minutos (peor de los casos)

Neodisher Mediclean Forte 0.4% (peor de los casos)

Temperatura: Agua desmineralizada fria

Neutralizacion Tiempo de remojo: 2 minutos

Neodisher Z 0.1%

Post-enjuague 2 minutos con agua desmineralizada fria

Temperatura: 90 °C (Ag 3000)
Désinfection

Tiempo de remojo: 5 minutos

9.5 El secado

Asegure el secado adecuado por el dispositivo de limpieza y desinfeccidén o use otras medidas
adecuadas.

Y El secado se omiti6 en la validacion (peor condicion de caso).

10 Mantenimiento, inspeccion

Después de enfriar a las temperaturas ambulantes, los instrumentos deben inspeccionarse vi-
sualmente para los residuos de proteinas y otras contaminacién. Las hendiduras, barreras,
cerraduras, tubos y otros son dificiles de acceder, deben inspeccionarse a fondo. Los instru-
mentos que no estan libres de residuos deben someterse repetidamente a todo el proceso de
reprocesamiento.

Para garantizar que los instrumentos quirurgicos puedan usarse para su propésito previsto de-
spués del reprocesamiento, es necesario realizar una prueba funcional después de la limpie-
za, la desinfeccién y el secado de las medidas de inspeccion visual y cuidado. Realice las
pruebas funcionales descritas en el punto Kapitel 10.1.

Los instrumentos manchados, romos, doblados, que ya no funcionen, dafiados de cualquier
otra forma o cuyo etiquetado ya no sea reconocible (por ejemplo, el etiquetado o el codigo UDI
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ya no sean legibles) deben desecharse.

Para ayudar a identificar instrumentos defectuosos que deben resolverse, recomendamos el
folleto "reprocesamiento del instrumento” del grupo de trabajo "Preparacion de instrumentos”.
Esto incluyé el Capitulo 8 "Comprobaciones y cuidado" y Capitulo 12 "Cambios de superficie:
depdsitos, decoloracion, corrosion, envejecimiento, hinchazon y grietas de estrés".

Instrumento de sellado vascular BISEAL® con funcion de corte

10.1 Prueba funcional

Un producto recién comprado debe estar sometido a una verificacién visual y de funciones ex-
haustivas después de su entrega y antes de cada uso.

Los productos deben ser revisados para irregularidades. Prestando atencion a las grietas,
fracturas y la aparicion de la corrosion.

Si hay articulaciones, los instrumentos deben estar engrasados con un producto de cuidado
antes de la prueba funcional. Recomendamos un aceite blanco médico basado en aceite de
parafina.

Verifique los instrumentos con juntas para facilitar el movimiento.

También debe comprobarse la legibilidad del etiquetado.

Realice una verificacién de funciones de acuerdo con la aplicacion prevista del instrumento.

Las pruebas esenciales para instrumentos con serracion y mandibula son entre otros:
I Laaperturay el cierre correcto (movimiento suave, completo)
B Serracion intacta (doblada, rota)
B Las mandibulas deben cerrar correctamente
B No tirar las mandibulas (mordida cruzada)

Los productos defectuosos no deben usarse y deben haber sufrido el proceso de tratamiento
prefaratorio completo nuevamente antes de ser devuelto.

11 Esterilizacion

Antes de la esterilizacion, los productos deben someterse a una limpieza y desinfeccién, en-
juagarse sin residuos utilizando agua desmineralizada y secas de manera subsuficiente. HE-
BUmedical recomienda utilizar un proceso validado de esterilizaciéon de vapor (por ejemplo,
esterilizador de conformidad con EN 285 y validado de acuerdo con DIN EN ISO 17665-1).

Al usar el método de vacio fraccionado, la esterilizacion debe realizarse con al menos 134°C
(EE. UU. 132°C) con un periodo de permanencia minimo de 3 minutos. El secado al vacio
debe llevarse a cabo por al menos 20 minutos.

Y Parametros utilizados para la validacion de la esterilizacion de vapor
Prevacuo 3 veces

Temperatura de esterilizacion 132 °C

Tiempo de esterilizacion 1,5 minutos (método de medio ciclo)
Tiempo de secado 20 minutos
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El vapor debe estar libre de ingredientes, se determina que los valores limitantes de agua de
alimentacion y el condensado de vapor hacen 285.

Otros procesos de esterilizacion son compatibles pero no validados de Hebumedical.

Al cargar, observe el peso total recomendado.Después de la esterilizacion, verifique el emp-
aque del producto estéril en busca de dafos e inspeccione los indicadores de esterilizacion

11.1 Embalaje

El embalaje compatible de productos para la esterilizacion en linea con ISO 11607. El emba-
laje utilizado debe ser adecuado para los instrumentos y protegerlos de la contaminacién mi-
crobioldgica durante el almacenamiento. El sello no debe estar bajo tension. HEBUmedical
recomienda un envasado/envasado de pelicula de esterilizacion comun de contenedor u hos-
pital para envases esterilizados.

Durante Ta validacion, Tos instrumentos fueron empaquetados en empacadores de es-
v terilizaciéon comunes del hospital (empacadores de papel/pelicula) y esterilizado por
vapor.

12 Toda la vida

El procedimiento de esterilizacion de vapor fue validado por pruebas de laboratorio. Los pro-
ductos fueron validados estériles a un previo vaceo de al menos 5 minutos de duracién y una
temperatura de 134 ° C durante una vida de 50 ciclos.

Puede continuar utilizando los instrumentos bajo su propia responsabilidad durante el valor de
este ciclo si las descripciones de las pruebas en el Capitulo 7 se han completado con éxito.

13 Almacenamiento

Almacene los productos en un ambiente seco, limpio y libre de polvo a templado moderno de
5°Ca40°C.
Proteja de los efectos de los rayos del sol y la luz artificial.

X&)
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14 Garantia / reparacion

Nuestros productos se fabrican a partir de materiales de alto grado y se verifican cuidadosa-
mente antes del envio.Sin embargo, incluso si se usa adecuadamente de acuerdo con su pro-
posito previsto, estan sujetos a un grado de desgaste mayor o menor dependiendo de su
intensidad de uso.

Este desgaste es inducido técnicamente e inevitable.

Silas fallas ocurren independientemente del desgaste, comuniquese con nuestros servicios al
cliente. Los productos defectuosos ya no deben usarse.

Deben someterse al proceso de tratamiento preparatorio completo antes de ser devueltos.

15 Eliminacion

Antes de su eliminacién, el producto debe someterse al proceso completo de reprocesamiento
y esterilizacion de acuerdo con el procedimiento descrito en estas instrucciones de uso.

jRiesgo de infeccidn por productos contaminados!
& I Al desechar el producto, sus componentes y sus envases, deben obser-
varse las normativas nacionales.

Riesgo de heridas por productos con bordes afilados y/o puntiagudos.
& | Al desechar el producto, debe garantizarse que el embalaje impida que se
produzcan lesiones con el producto.

16 Indirizzo del produttore e dell’assistenza

Per richiedere le istruzioni per I'uso in forma cartacea, si prega di utilizzare i dettagli di contatto
riportati di seguito. Le istruzioni per I'uso in formato cartaceo vi saranno messe a disposizione
entro sette giorni di calendario dal ricevimento della richiesta.

In alternativa, & possibile stampare le istruzioni elettroniche per utilizzarle da soli.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Alemania
Tel. +4974619471-0

email: service@HEBUmedical.de
C € 0123 Web: www.HEBUmedical.de
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1 Descrizione dei simboli

Simbolo

Definizioni

Marcatura CE

c € 0123
YA

Attenzione

Parametri Validati

Fabbricante

LOT Designazione del lotto

REF Numero di riferimento

&On]y Dispositivo medico /
Dispositivo con prescrizione FDA

MD Dispositivo medico
& Non sterile

STERILE

"‘-..I.o"

—-—*\‘i\u Tenere lontano dalla luce solare
@

Necessario stoccaggio a secco

P
A

Temperatura

(G C

Hinweis auf olFU

Istruzioni per l'uso (elettroniche)
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Nessun intervento in pazienti portatori di
R pacemaker

2 Introduzione

Con l'acquisto di questo strumento si riceve un prodotto di alta qualita, la cui corretta gestione
e utilizzo sono descritti di seguito.

Al fine di ridurre al minimo i rischi e lo stress inutile per i pazienti, gli utenti e i terzi, si prega di
leggere attentamente le istruzioni per I'uso e di conservarle in un luogo sicuro.

| nostri prodotti sono destinati esclusivamente all'uso professionale da parte di personale spe-
cializzato adeguatamente formato e qualificato, in conformita con la loro destinazione d'uso, e
possono essere acquistati solo da tale personale.

3 Utilizzo

3.1 Uso previsto

Un prodotto monopolare o bipolare utilizzato per la coagulazione di vasi o fasci di tessuto per
I'emostasi. Non & destinato all'uso in contatto diretto con il cuore, il sistema circolatorio centrale
o il sistema nervoso centrale. E un prodotto riutilizzabile.

3.2 Indicazione

Il prodotto & utilizzato nella chirurgia ad alta frequenza. Pud essere utilizzato solo da personale
specializzato addestrato e qualificato.

3.3 Controindicazioni

Le pinze bipolari ad alta frequenza non devono essere utilizzate in ambito del sistema nervoso
centrale o circolatorio. La legatura delle tube non & un'applicazione sicura.

3.4 Gruppo target di pazienti

| prodotti sono adatti a tutti i gruppi di pazienti.

3.5 Capacita massima di carico elettrico

Capacita massima di carico elettrico € pari a 0,3 kVp.
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4  Applicazione

Lo strumento per sigillatura di vasi BiSeal® ¢ stato progettato per I'utilizzo esclusivo con gli

elettrobisturi prodotti dalla HEBUmedical GmbH che hanno la funzione BiSeal®.
E necessario leggere attentamente anche le istruzioni dell'apparecchiatura che si utilizza. Lo

strumento BiSeal® ¢ utilizzato in chirurgia mininvasiva, soprattutto in laparoscopia. Lo strumen-
to pud essere inserito in un trocar da 10 mm.

Il suo scopo & quello di sigillare in maniera permanente vene, arterie e pezzi di tessuto e suc-
cessivamente di separarli con il taglio, senza cambiare strumento. In questo modo vasi con un
diametro fino a 7 mm. Possono essere sigillati in maniera definitiva. Un cavo collega lo stru-
mento alla presa bipolare dell'apparecchio

Lo strumento € disponibile in due misure: 200 mm (HF 9581-20) e 370 mm (HF 9581-37).

L'azione combinata della pressione meccanica e della corrente in alta fre-
guenza genera una sigillatura di vasi, arterie e tessuti permanente e affida-
bile. E' pertanto necessario che la pressione sia mantenuta costante
durante tutta la procedura di sigillatura.

Gli strumenti per coagulazione devono essere utilizzati solamente da personale adde-
strato correttamente istruito. | vasi con un diametro fino a 7 mm. Possono essere si-

A gillati permanentemente. Per vasi di dimensioni superiori & consigliabile procedere ad
una doppia coagulazione, una accanto all'altra. Il taglio puo® essere fatto al centro delle
due sigillature, una volta eseguite correttamente queste ultime.

4.1 Controllo funzionale nel campo operatorio sterile

Effettuare un controllo meccanico di funzionalita prima di procedere con l'intervento laparosco-
pico: aprire, chiudere, bloccare, sbloccare lo strumento, muovere la lama.

La funzionalita elettrica dello strumento pud essere controllata prima dell'intervento, ad esem-
pio utilizzando una garza sterile imbevuta.

4.2 Utilizzo

Dopo aver correttamente assemblato e collegato lo strumento al generatore di HF, settare I'ap-
parecchio nella funzione BiSeal®.

Il sistema termina automaticamente la procedura di sigillatura (interruzione trasmissione alta
frequenza, avviso acustico contemporaneo).

Al termine di questo processo & possibile resecare i tessuti con la lama integrata nello strumen-
to.

Prima di procedere con la sigillatura, controllare che non siano stati afferrati erronea-
mente nervi, uretere, anse intestinali.
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Per vasi molto grandi & consigliabile procedere ad una doppia coagulazione, una ac-
canto all'altra. Il taglio pud essere fatto al centro delle due sigillature, una volta ese-
guite correttamente queste ultime.

5 Montaggio e smotaggio dello strumento

5.1 Montaggio della lama

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

ATTENZIONE!

& Mai rimuovere la lama con le dita, questo pud causare ferite!
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5.2 Pulizia

3. Clean upper and lower parts of
blade duct

5.3 Montaggio della lama

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Avvertenze di pericolo

| prodotti possono essere utilizzati solo in combinazione con gli accessori HEBU e solo da per-
sonale specializzato clinicamente addestrato. Gli elettrodi non devono essere piegati poiché
cio potrebbe danneggiare il materiale e causare la rottura dell'elettrodo. La potenza di uscita
dell'apparecchio HF puo essere impostata solo sul valore assolutamente necessario per l'in-
tervento. Se nonostante le impostazioni standard dell'apparecchio HF non si raggiunge la con-
sueta prestazione di coagulazione, non aumentare mai la potenza di uscita dell'apparecchio
senza prima aver controllato. E necessario controllare dettagliatamente: il perfetto contatto di
tutte le spine e i cavi HF, il funzionamento dell'interruttore a pedale o dell'interruttore a dito
sull'impugnatura, l'isolamento dei cavi HF, dello strumento nonché la pulizia e l'usura dell'es-
tremita distale del cavo HF. elettrodo(i) attivo(i). Prima di iniziare I'operazione, verificare che i
monitor trasmettano i segnali in modo fluido (ad esempio senza rumore) premendo il pulsante
giallo (CUT) e il pulsante blu (COAG).

Per estrarre il cavo HF, afferrare sempre la spina. Non tirare mai il cavo HF poiché cid po-
trebbe danneggiarlo. Cavi con isolamento difettoso/fragile o una rottura del cavo elettrico (a
causa di un forte attorcigliamento o schiacciamento del cavo) possono provocare ustioni
all'utente/paziente o addirittura provocare un incendio. Gli strumenti HF attivi e le impugnature
HF non devono essere posizionati sul paziente per evitare lesioni personali in caso di attiva-
zione accidentale dell'HF.

Per pulire gli elettrodi attivi & necessario disattivare la modalita “Auto Start” (solo per
uso bipolare) oppure scollegare lo strumento dal generatore. Subito dopo I'attivazione
la zona della punta potrebbe essere ancora calda, sussiste quindi il pericolo di ustioni.

Le ustioni endogene sono ustioni causate dall'elevata densita di corrente nei tessuti del pa-
ziente. Le cause possono includere: Il paziente entra accidentalmente in contatto con parti elet-
tricamente conduttive. Se i cavi HF entrano in contatto diretto con la pelle, le correnti capacitive
possono causare ustioni.

Le ustioni esogene sono ustioni causate dal calore di liquidi o gas infiammati. Sono possibili
anche esplosioni. Le cause possono essere: infammazione di detergenti e disinfettanti per la
pelle, inflammazione di gas anestetici, ecc.

| pacemaker cardiaci possono essere danneggiati dalla corrente HF. Consultare un
® | cardiologo prima della procedura. Non eseguire mai interventi ambulatoriali con cor-
rente HF su pazienti portatori di pacemaker.
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7

Sicherheitshinweise

| prodotti medici vengono consegnati in condizioni non sterili e devono essere puliti,
disinfettati e sterilizzati prima del loro utilizzo iniziale.

Prima di ogni utilizzo, lo strumento deve essere ispezionato visivamente per eventuali
danni e contaminazioni!

Controllare l'isolamento degli elettrodi e I'estensione dell'albero per eventuali danni
prima di ogni utilizzo.

Non utilizzare prodotti difettosi!

Non utilizzare in presenza di sostanze infiammabili o esplosive!

Non posizionarlo mai sul paziente o nelle sue immediate vicinanze!

HEBUmedical mette espressamente in guardia contro I'estensione del prodotto. Qual-
siasi estensione comporta I'esclusione della responsabilita da parte di HEBUmedical
GmbH.

Proteggi questi prodotti da eventuali danni meccanici! Non gettare! Non usare alcuna
forza.

Evitare sollecitazioni meccaniche eccessive del prodotto e dei suoi componenti oltre
quelle previste dal progetto; cid pud causare danni e perdita di funzionalita!

Cavi o impugnature HF difettosi generalmente non devono essere riparati. Devono es-
sere sostituiti con nuovi.

Rispettare le indicazioni del produttore relative alla capacita di carico elettrico!

Protezione del paziente dal contatto con elementi metallici messi a terra (tavolo ope-
ratorio, palo flebo, ecc.) durante I'applicazione.

Non sterilizzare il prodotto con uno sterilizzatore ad aria calda.

Bisogna tenere presente i limiti di utilizzo dello strumento! Non utilizzare per la sigilla-
tura di vasi con diametro superiore a 7 mm. !

i 1 M= 1=d M= N M D N N N N N P Mg

L'utilizzo dello strumento per la chiusura delle tube di Faloppio non & un metodo di ste-
rilizzazione sicuro!
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Le lame di ricambio devono essere sostituite dopo ogni utilizzo. Non usare due volte
la stessa lama!

Se il morso della pinza viene immerso in un liquido conduttivo non s' possibile effet-
tuare la sigillatura dei vasi, perché' si genera un corto circuito!

La superficie del morso della pinza puo essere molto calda dopo l'uso. Evitare di toc-
carla dopo l'uso!

Non attivare lalama prima di aver terminato la procedura di sigillatura del vaso; questo
potrebbe causare sanguinamento! Solamente dopo che I'apparecchio ha segnalato la
fine del processo di sigillatura & possibile eseguire il taglio!

E' possibile che sulla lama e le articolazioni della pinza si depositino delle sostanze
che possono deteriorare la funzionalita dello strumento. In questi casi & necessario
pulire lo strumento durante la procedura, utilizzando una spazzola e acqua sterile.

La lama deve essere ritirata durante la procedura di sigillatura dei vasi, per evitare cor-
ti circuiti che possono ridurne I'efficacia.

Iniziare la procedura utilizzando una potenza bassa ed aumentarla secondo necessi-
ta. Se Il'effetto di sigillatura non & efficace & necessario capirne le cause, non solamen-
te aumentare la potenza dell'apparecchio.

Disporre il cavo di connessione in modo che non tocchi il paziente o sia a contatto con
altri cavi. Proteggere il cavo da danni di tipo meccanico (piegature, schiacciamento
ecc.)

Evite el uso simultaneo de la cirugia de AF y de electrodos y sensores con conexion
a tierra eléctrica de los dispositivos de diagnostico.

Se i prodotti vengono utilizzati su pazienti affetti da encefalopatia spongiforme tras-
missibile o da infezione da HIV, decliniamo ogni responsabilita per il loro riutilizzo.

a1 N P N N N B N P N g

Qualsiasi incidente grave verificatosi in relazione al dispositivo deve essere segnalato
al fabbricante e all'autorita competente dello Stato membro in cui & stabilito I'utilizza-
tore e/o il paziente.

Indicazioni aggiuntive per procedure laparoscopiche

ZAN

Procedere con la sigillatura dei vasi solamente quando le due parti terminali dello
strumento sono in vista. L'attivazione involontaria dello strumento pud causare danni
al paziente!

AN

Quando vengono attivati, gli elettrodi che portano la corrente all'interno dello strumen-
to devono avere una distanza di sicurezza di almeno 2 cm. Dalla parte terminale me-
tallica del trocar.

AN

Inserire ed estrarre lo strumento dal trocar sempre con i morsi chiusi!
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8 Elenco materiale incluso nella fornitura

HF9581-20 oder

HF9581-37 Strumento di sigillatura dei vasi BiSeal® 200 mm o 370 mm
HB2310 Pinza per la rimozione della lama
HF9581-01 Lame di ricambio

Manuale di istruzioni

9 Preparazione

Il responsabile del trattamento preparatorio ha la responsabilita di garantire che il trattamento
sia eseguito correttamente utilizzando le attrezzature, i materiali e il personale pertinenti
nell'impianto di trattamento e che raggiunga quindi il risultato desiderato. Cio richiede la con-
valida e il monitoraggio di routine del processo utilizzato. Vi invitiamo a prendere nota delle nor-
mative nazionali relative alla preparazione degli strumenti.

| parametri convalidati si riferiscono agli strumenti chirurgici riutilizzabili. | parametri convalidati
devono essere rispettati anche per gli altri prodotti descritti, a meno che non sia esplicitamente
descritta una procedura diversa.

9.1 Informazioni sulla preparazione dello strumento

Utilizzare agenti detergenti e/o disinfettanti con un valore di pH compreso tra 9 e 10.

Osservare le istruzioni del produttore relative al dosaggio, al tempo di esposizione e
al rinnovo delle soluzioni.

Utilizzare spazzole adeguate che non rimuovano il materiale, cioé non spazzole dure
(come spazzole metalliche e spugne metalliche) o detergenti abrasivi grossolani.

Non lasciare mai gli strumenti negli agenti di pulizia o disinfezione per un tempo supe-
riore a quello specificato.

Risciacquare e asciugare accuratamente attraverso i canali e i tubi.

Gli strumenti sensibili devono essere puliti in un dispositivo di stoccaggio o di fissag-
gio.

Osservare le istruzioni del produttore per la pulizia e la sterilizzazione delle appa-
recchiature.

9.1.1 Gualita dell'acqua

Per la pulizia, la neutralizzazione e il risciacquo deve essere utilizzata solo acqua completa-
mente demineralizzata, in conformita con la "Guida della DGKH (Societa tedesca per l'igiene
ospedaliera), della DGSV (Societa tedesca per la fornitura di sterili) e dell'AKI (Gruppo di lavoro

93



Dil Strumento per sigillatura die vai Biseal® con funzione di taglio

per il ritrattamento degli strumenti) per la convalida e il monitoraggio di routine dei processi di
pulizia e disinfezione termica automatizzati per i dispositivi medici e per i consigli sulla selezio-
ne dei disinfettori" (che fa riferimento alla norma DIN EN ISO 15883-1, punto 6.4.2).

Secondo le linee guida, si raccomandano i seguenti valori:

Conduttivita: <15 ps/cm (in deroga alla tabella della DIN EN 285)
Valore dipH: 5-7

Durezza totale: <0,02 mmol CaOll

Contenuto di sale: < 10 mg/I

Fosfato (come P,0s5): <0,5 mg/I

Silicato (come SiO5): =1 mgl/l

Cloruro: <2 mgl/l

9.2 Preparazione nel luogo di utilizzo

Subito dopo I'uso, rimuovere lo sporco grossolano dagli strumenti con una spazzola adatta (ve-
di capitolo Kapitel 9.1) e sciacquare le cannule di lavoro. Non utilizzare agenti fissanti o acqua
calda (> 40°C), poiché i residui si fissano e possono compromettere il successo della succes-
siva operazione di pulizia.

Smontare e/o aprire gli strumenti per quanto possibile. Entro breve tempo dall'utilizzo degli
strumenti, pulirli per ridurre I'essiccazione dei residui.

Cid consente una pulizia piu agevole. Se gli strumenti entrano in contatto con farmaci corrosivi
o detergenti, lavarli con acqua subito dopo l'uso.

Tempi di essiccazione piu lunghi, ad esempio per lo smaltimento a secco, non sono convalidati
e quindi non sono raccomandati.

Y Il tempo di essiccazione durante la convalida € stato di 1 ora.

9.3 Pulizia manuale

Poiché i processi meccanici possono essere standardizzati, riprodotti e quindi valida-
ti, la pulizia/disinfezione meccanica dovrebbe essere preferita a quella manuale.

& Il processo di pulizia e disinfezione manuale non € validato e quindi deve essere va-
lidato anche dall'utente finale.

9.4 Pulizia meccanica

In base agli standard internazionali (EN ISO 15883) e alle direttive nazionali, &€ possibile utiliz-
zare solo metodi di pulizia e disinfezione delle macchine convalidati. Per la pulizia meccanica
si consiglia un programma standard per gli strumenti chirurgici, ad esempio quelli di Miele.
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Osservare quanto segue per il caricamento:

B Posizionare gli strumenti smontati/aperti in modo sicuro nel vassoio.

B Gli strumenti con aperture e spazi vuoti devono essere rivolti verso il basso con il lato
aperto, in modo che possano essere puliti e che lI'acqua del processo di pulizia non si
raccolga al loro interno.

Se disponibili, utilizzare dispositivi bilanciati per il risciacquo. Placer les instruments

B Inserire gli strumenti con le articolazioni in posizione aperta nella macchina per la
pulizia e la disinfezione.

I Se é disponibile un dispositivo per il lavaggio, ad esempio un collegamento Luer-
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Lock, deve essere utilizzato come mostrato nell'illustrazione.

Il risciacquo preliminare & seguito da quello chimico. La pulizia chimica deve avvenire a 40°C
-60°C per almeno 5 minuti.

Si consigliano prodotti con un valore di pH compreso tra 9 e 10, ad esempio Neodisher Me-
diClean forte del Dr. Weigert. | detergenti utilizzati devono essere scelti in base al materiale e
alle proprieta degli strumenti e in conformita alle normative nazionali.

In presenza di un'elevata concentrazione di cloruri nell'acqua, gli strumenti possono essere
soggetti a corrosione da vaiolatura e da fessurazione. Il verificarsi di questo tipo di corrosione
viene minimizzato utilizzando detergenti alcalini e acqua demineralizzata.

L'aggiunta di un mezzo di neutralizzazione a base acida facilita il risciacquo dei residui di de-
tergenti alcalini durante il primo processo di risciacquo intermedio.

Per evitare la formazione di depositi, si consiglia di utilizzare detergenti neutri quando la qualita

dell'acqua & sfavorevole. Dopo il secondo processo di risciacquo intermedio, ha luogo la disin-
fezione termica.
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La disinfezione termica deve essere effettuata con acqua demineralizzata corrispondente alla
qualita microbiologica dell'acqua potabile (< 100 UFC/mI di acqua potabile) a 80-95°C e con

un tempo di esposizione conforme alla norma EN ISO 15883.

Dopo aver terminato il programma, togliere I'oggetto dalla macchina, perché se lo strumento

rimane nella macchina pud formarsi della corrosione.

v Parametri utilizzati validare la preparazione a vapore

Risciacquo preliminare

1 minuto con acqua fredda di rubinetto

Pulizia

Temperatura: 55°C

Tempo di esposizione: 5 minuti (condizione di caso peggiore)

Neodischer Mediclean forte 0,4% (condizione di caso peg-
giore)

Neutralizzazione

Temperatura: acqua fredda DI

Tempo di esposizione: 2 minuti

Neodisher Z 0,1%

Risciacquo

2 minuti con acqua fredda DI

Disinfezione

Temperatura: 90 °C (Ag 3000)

Tempo di esposizione: 5 minuti

9.5 Asciugatura

Garantire un'adeguata asciugatura tramite il dispositivo di pulizia e disinfezione o con altre mi-

sure idonee.

v L'essiccazione & stata omessa nella validazione (condizione di caso peggiore).
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10 Manutenzione, ispezione

Dopo il raffreddamento a temperature ambiente, gli strumenti devono essere ispezionati visi-
vamente per i residui di proteine e altri contaminazione. Feci, barriere, serrature, tubi e altri a
cui sono difficili da accedere devono essere accuratamente ispezionati. Gli strumenti non privi
di residui devono essere ripetutamente sottoposti all'intero processo di ritrattamento.

Per garantire che gli strumenti chirurgici possano essere utilizzati per lo scopo previsto dopo il
ritrattamento, & necessario eseguire un test funzionale dopo la pulizia, la disinfezione e I'asci-
utto delle misure di ispezione visiva e cura. Eseguire i test funzionali descritti dal punto 10.1.
Gli strumenti macchiati, smussati, piegati, non piu funzionanti, danneggiati in altro modo o la
cui etichettatura non & piu riconoscibile (ad es. etichettatura, codice UDI non piu leggibile) de-
vono essere scartati!

Per aiutare a identificare strumenti difettosi che devono essere risolti, raccomandiamo lo "Res-
tavviso dello strumento" della brochure dal gruppo di lavoro "Preparazione degli strumenti”. Cid
includeva il capitolo 8 "Controlli e cure" e il capitolo 12 "Cambiamenti di superficie: depositi,
scolorimento, corrosione, invecchiamento, gonfiore e crepe da stress".

10.1 Controllo funzionale

Un prodotto appena acquistato deve essere sottoposto a un accurato controllo visivo e funzio-
nale dopo la consegna e prima di ogni utilizzo.

| prodotti devono essere controllati per individuare eventuali irregolarita. Prestare attenzione a
crepe, fratture e alla presenza di corrosione.

In presenza di giunzioni, gli strumenti devono essere oliati con un prodotto per la cura prima
del test funzionale. Si consiglia un olio bianco per uso medico a base di olio di paraffina.
Controllare che gli strumenti con giunzioni siano facili da muovere.

E inoltre necessario verificare la leggibilita dell'etichettatura.

Eseguire un controllo funzionale in base all'applicazione prevista dello strumento.

| test essenziali per strumenti con serratura e mascella sono tra gli altri:
B Apertura e chiusura corretta (movimento regolare, completo)
B Serratura intatta (piegata, rotta)
[ Le mascelle devono chiudere correttamente
I Nessun lancio di mascelle (morso incrociato)

| prodotti difettosi non devono essere utilizzati e devono essere nuovamente sottoposti al pro-
cesso di trattamento preparatorio completo prima di essere restituiti.
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11 Sterilizzazione

Prima della sterilizzazione, i prodotti devono essere sottoposti a pulizia e disinfezione, risciac-
quati senza residui con acqua demineralizzata e successivamente asciugati. HEBUmedical

raccomanda di utilizzare un processo di sterilizzazione a vapore convalidato (ad es. sterilizza-
tore conforme alla norma EN 285 e convalidato in conformita alla norma DIN EN ISO 17665-1).

Se si utilizza il metodo del vuoto frazionato, la sterilizzazione deve essere eseguita ad almeno
134°C (USA 132°C) con un periodo di sosta minimo di 3 minuti. L'asciugatura sottovuoto
deve poi essere effettuata per almeno 20 minuti.

YParametri utilizzati validare la sterilizzazione a vapore

Prevacoum 3 volte

Temperatura di sterilizzazione 132 °C

Tempo di sterilizzazione 1,5 minuti (metodo del mezzo ciclo)
Tempo di asciugatura 20 minuti

| valori limite raccomandati per I'acqua di alimentazione e la condensa dei vapori sono deter-
minati dalla norma EN 285.

Altri processi di sterilizzazione sono compatibili ma non validatet da HEBUmedical.

Durante il caricamento, rispettare il peso totale consigliato. Dopo la sterilizzazione, controllare
che la confezione del prodotto sterile non sia danneggiata e ispezionare gli indicatori di steri-
lizzazione.

11.1 Imballaggio

Imballaggio conforme dei prodotti per la sterilizzazione in linea con la norma ISO 11607. L'im-
ballaggio utilizzato deve essere adatto agli strumenti e deve proteggerli dalla contaminazione
microbiologica durante la conservazione. |l sigillo non deve essere in tensione. HEBUmedical
consiglia I'uso di contenitori o di imballaggi in carta/pellicola per la sterilizzazione ospedaliera
per il confezionamento sterilizzato.

Durante Ta convalida gli strumenti sono stafi confezionali in imballaggi per Ia sterilizza-
Y zione comune in ospedale (imballaggi di carta e pellicola) e sterilizzati a vapore.

12 Vita utile

La procedura di sterilizzazione a vapore € stata convalidata da test di laboratorio. | prodotti
sono stati convalidati sterili a un pre-vuoto di almeno 5 minuti e a una temperatura di 134°C per
una durata di 50 cicli.

E possibile continuare a utilizzare gli strumenti sotto la propria responsabilita per questo valore
di ciclo se i test descritti nel capitolo 7 sono stati completati con successo.
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13 Stoccaggio

Conservare i prodotti in un ambiente asciutto, pulito e privo di polvere, a temperature moderate
comprese tra 5°C e 40°C.
Proteggere dagli effetti dei raggi solari e della luce artificiale.

-.._\:f_,
-"" ““- ?

14 Garanzia / Riparazione

I nostri prodotti sono realizzati con materiali di alta qualita e controllati con cura prima della spe-
dizione. Tuttavia, anche se utilizzati correttamente in base alla loro destinazione d'uso, sono
soggetti a un grado di usura maggiore o minore a seconda dell'intensita d'uso.

L'usura & tecnicamente indotta e inevitabile.

In caso di guasti indipendenti dall'usura, si prega di contattare il nostro servizio clienti. | prodotti
difettosi non devono piu essere utilizzati.

Prima di essere restituiti, devono essere sottoposti al processo di trattamento preparatorio
completo.

15 Smaltimento

Prima di essere smaltito, il prodotto deve essere sottoposto al processo completo di ritratta-
mento e sterilizzazione secondo la procedura descritta nelle presenti istruzioni per l'uso.

Rischio di infezione da prodotti contaminati!
& I Perlo smaltimento del prodotto, dei suoi componenti e dell'imballaggio &
necessario rispettare le norme nazionali.

Pericolo di lesioni a causa di prodotti taglienti e/o appuntiti!
& 0 Quando si smaltisce il prodotto, & necessario assicurarsi che I'imballaggio
impedisca di ferirsi con il prodotto stesso.
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16 Servizio e indirizzo del produttore

Se sono necessarie le istruzioni per I'uso nel modulo cartaceo, utilizzare i dettagli di contatto
elencati di seguito. Le istruzioni per l'uso in forma di carta saranno rese disponibili entro sette
giorni di calendario dalla ricezione della richiesta.

In alternativa, possono anche essere stampate le istruzioni elettroniche per l'uso.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Germania
Tel. +49 74619471 -0

Email: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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- Ges nHTepBeHUMs Npu naumueHTn ¢
. neicMenkbpu

2 BuBeaeHue

C nokynkarta Ha TO3V MHCTPYMEHT BME MoslyyaBaTe BUCOKOKAYECTBEH NPOAYKT, YNETO
npaBunHo GopaBeHe 1 U3non3BaHe e onMcaHo No-4ony.

3a pga cBegeTe 4O MUHUMYM PUCKOBETE M HEHYXXHUSI CTPEC 3a NauneHTuTe, notpebutenurte n
TPeTU Nua, Mons, NpoYeTeTe BHMMATENTHO MHCTPYKUMUTE 3a ynoTpeba 1 ' cbxpaHsBainTe Ha
CUIYPHO MSACTO.

HawwuTte npoaykTv ca npegHasHaveHn U3KMYMTENHO 3a NpodecroHanHa ynotpeba B
CbOTBETCTBME C NpeAHa3HaYeHMETO UM OT CbOTBETHO 0ByYeH 1 kBanuduumpaH
cneunanuanpaH nepcoHan u Mmorat aa 6bAaaT 3akynyBaHyu camo OT TaKbB NnepcoHann.

3 N3non3sauTte

3.1 NpegHa3HayeHue

MoHononspeH nnu GunonsipeH NPOAYKT, M3MNOM3BaH 3a Koarynauusi Ha CbA0BE UMK CHOMoBe
TbkaH 3a xemocTasa. He e npegHa3Hau4eH 3a AMPEKTEH KOHTAKT CbC CbPLETO, LleHTpanHaTa
KPbBOHOCHa UNnu LEeHTpanHaTta HepeHa cuctema. ToBa € MHOrokpaTeH NpoaykKT.

3.2 Moka3zaHus

MpoaykTbT ce n3nonssa B HF xupyprusa. Moxe ga ce nsnonssa camo ot o0y4yeH u
KkBanudumumnpaH nepcoHan.

3.3 [lpoTtnBonokasaHus

GMNonsipHM KNemm ¢ BUCOKa YecToTa He TpsibBa Aa ce M3non3BaT BbB Bpb3ka C LieHTparnHara
HepBHa U KpbBOHOCHAaTa cuctema. JinrmpaHeTo Ha TpbOMTE He e Ge3onacHo NpPUNoXeHue.

3.4 LUeneBa rpyna nauueHTun

MpoaykTuTe ca NoaxoAsLM 3a BCUYKM FPYNu NauueHTu.

3.5 MakcumanHa enekTpuyecka TOBapoOHOCUMOCT

MakcnmanHa enektpuyecka ToBapoHocumocT e 0,25 kVp.
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4 NMpunoxeHue

MHCTpyMeHTHT 3a 3aneyaTBaHe Ha cbaoBe BiSeal® e npegHasHaveH U3KMOYNTENHO 3a
n3nonseaHe ¢ yctpownctea BiSeal® ot HEBUmedical GmbH. Tps6ea aa ce cnassaTt
yKasaHusiTa B UHCTPYKUMSATA 3a ynoTpeba Ha ypeaa, KOUTO Le ce N3nonssea.

MHCTpyMeHTHT 3a 3anevaTBaHe Ha cbaoBe BiSeal® ce nanonssa B MUHMMANHO MHBa3MBHaTa
Xnpyprusi, ocobeHo B nanapockonusaTa. IHCTpyMeHTUTe MoraTt ga ce Bkapart npe3 10 mm
pbKaBu 3a Tpoakap.

MHCTpyMeHTBLT 3a 3anevaTBaHe Ha cbaoBe BiSeal® ce n3nonasea 3a TpanHoO 3aTBapsiHe Ha
BEHW N apTepun

W TbKaHHM CHOMOBE C nocnefBallo otaensHe 6e3 cmaHa Ha MHCTpyMeHTn. CbaoBe C
MakcMmarneH guameTbp OT 7 mm Morat ga 6baaT 3anedataHu TparHo. YpeabT ce CBbp3Ba
KbM CbOTBETHUTE BunonapHun naxoam Ha HF reHepaTtopa ypes cBbp3BaLy kaben.
MHCTpyMeHTBT 3a 3anedarBaHe Ha cbaoBe BiSeal® ce npeanara B paboTHu gbmknHm ot 200
mm (HF 9581-20) n 370 mm (HF 9581-37).

B3anmogencteneTo Ha MeEXaHNYHO HansraHe (p) n BUCOKOYECTOTEH ToK (1)
Cb3JaBa HafexaHa 1 NOCTOSIHHA 30Ha Ha 3anevyaTBaHe Ha apTepuu, BEHU
Unn TbKaHHM cHornose. OT peluaBallo 3Ha4YeHne e HangaraHeTo aa ce
noaabpXa NOCTOAHHO Npe3 Lenus nepmoA Ha ynoTtpeba.

VIHCTPYMEHTUTE 3a Koarynalysa MoraT [ia Ce U3Mnon3BaT caMo OT Xopa, KOUTO ca
A crneumanHo oby4YeHu U MHCTPYKTMPaHu 3a Toea. CbioBe C MakcMmarneH avameTbp

oT 7 mm morart aa 6baaT 3anedyaraHu TpaiHo. 3a roneMu cboBe ce npenopbysa

[BOHa, eqHa Ao Apyra koarynauus. Cnep ToBa MOXe [a ce paspexe Mo cpeaara.

4.1 PyHKUMOHANTHO n3cneanBaHe B CTepusiHa onepauyuoHHa 30Ha

MexaHu4yHaTa yHKUUS TpsibBa Aa Gbae TecTBaHa Npeay Ha4anoTo Ha onepauusTa, a B
cryyai Ha nanapockorcka ynotpeba npeam nocrtaBsHe B Tpoakapa: oTBapsiHe, 3aTBapsiHe,
3aKknoYyBaHe, OTKINYBaHe, NPeMecTBaHe Ha OCTPUETO.

EnekTpuyeckata dyHKUMSI HA MHCTPYMEHTa TpsaAbBa da ce npoBepu npeau ynotpeba (Hanp. ¢
MOMOLLTa Ha CTepureH TaMnoH, HanoeH ¢ pastesop Ha NaCl).

4.2 Onepauus

Cnep npaBunHo crnobsBaHe 1 cBbp3BaHe KbM ef4Ha OT ABETEe ABYNOSIOCHN ByKcn Ha
HF reHepaTop TpsibBa aoa ce 3agage pexum “‘BiSeal®”.

Cnep ToBa TbKaHTa, KOATO LUEe ce TpeTupa, ce XBalla.

Cnep xBallaHe Ha TbkaHTa gpbXkaTa ce 3aTBaps. 3anedarTBalLmaT TOK ce 3afeincTea C
KpayeH npeBkritodBaTen.

CucTtemara 3aBbpLuBa npoueca ¢ PyHKLMA 32 aBTOMATUYHO CnnpaHe (aBTOMaTUYHO
npekpaTsiBaHe Ha nogaBaHeTo Ha BY TOK; akyCTMYHO NOTBBLPXKAEHME).

Cnep ToBa 3anevyaTtaHaTa TbkaH MOXe Aa O6bae uspsisaaHa C UHTErpupaHoTO OCTpUE.
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Mpeav Oa 3anovHeTe 3anedyaTBaHeTo, yBEPETE ce, Ye CrlyYaiHo He ca 3axBaHaTy
ypeTepu, HEPBHM BPb3KM, YPEBHU BPUMKM UMK APYTU CTPYKTypwu!

3a rornemu cboBe e NpenopbUMTenHo Aa 3arnedvaraTe ABe YNITbTHEHNS eaHa 0
Apyra v crief ToBa [a rv pasaenvre no cpenarta.

5 MoHTaxX ” ACEMOHTaX
5.1 Pasrno6siBaHe Ha OCTpUeTO

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

OMACHOCT!

A Hwvkora He OTCTpaHFIBaVITe ocTpueTaTta C NPpbCTU - PUCK OT HapaHFIBaHe!
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5.2 noyncrteBaHe

3. Clean upper and lower parts of
blade duct

5.3 MoHTax Ha ocTpueTo

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 MNMpeaynpexaeHusa 3a onacHoOCT

MpoaykTnTe morat ga ce u3nonseaT camo B kombuHauua ¢ akcecoapu HEBU u camo ot
KNHMYHO 0BOy4eH cneyunanuanpad nepcoHan. Enekrpogure He TpsibBa ga ce orbBarT, Tbi KaTo
TOBa MOXe Ja NoBpean maTtepuana v ga gosefe 0o cyyrnBaHe Ha enektpoga. MsxogHaTta
MoLHocT Ha HF ycTpoiicTBoTO Moxe Aa 6bae HacTpoeHa caMo Ha CTOMHOCTTA, abCcontoTHO
Heobxoanma 3a UHTepBeHUMsITa. AKO obnyanHaTa NPON3BOAUTENHOCT Ha Koarynaums He ce
NOCTUrHE BbMPEKN CTaHOAAPTHUTE HACTPOMKM Ha HF yCTponcTBOTO, HUKOra He yBeNnnyaBamnTe
n3xoaHaTa MOLLHOCT Ha YCTPOMCTBOTO 6e3 npeaBapuTenHa npoeepka. Tpsbsa ga ce nposepu
noapo6Ho crnegHoTo: NepdeKkTeH KOHTAKT Ha Beuykun BY wencenu n kabenn, yHKUMOHMPaHe
Ha Kpa4yHWs NpeBKItoYBaTEN N NPbCTOBMS NPEBKMOYBATEN Ha ApbXKKaTa, n3onaumsa Ha BY
kabenute, NHCTPYMEHTA, KaKTO M YNCTOTA U M3HOCBAHE Ha OMCTaNHUS Kpan Ha akTUBEH
enektpoa(n). NMpean ga 3ano4yHeTe onepauusaTa, NpoBepeTe Aann MOHUTOpUTE Npeaaesat
cvrHanu rnagko (Hanp. 6e3 wym), kato HaTucHeTte XxbnTusa 6yToH (CUT) u cuHua 6ytoH (CO-
AG). 3a ga n3BaguTe BUCOKOYECTOTHUS Kaben, BUHarn xsawante wencena. Hukora He
abpnanTte HF kabena, Tbi KaToO TOBa MOXe Aa goBeae oo noepeaa. Kabenu ¢ pedekrHa/
4ynnmea n3onawmsa UM npekbCcBaHe Ha enekTpuyeckms kaben (nopagn CUNHO NperbBaHe Unu
CMadkBaHe Ha kabena) moraT ga NPUYMNHAT M3rapsHusa Ha noTpebutensa/naumeHTa nnu gopu
aa npuumHaT noxap. AktueHnte HF nHctpymenTn n HF gpbxku He TpsibBa Aa ce noctaBaT
BbpPXY NauueHTa, 3a ga ce usberHe HapaHsiBaHe B criyqan Ha cnydanHo HF aktuBupane.

3a ga NnounMcTuTe akTUBHUTE ENEKTPOAM, PEXUMBT "ABTOMATUYEH CTapT" (camo 3a
BunonapHo nsnonseaHe) TpsibBa Aa 6bae AeakTMBMpPaH UM MHCTPYMEHTBLT TpsibBa
Aa 6bae nsknoYeH ot reHepartopa. ObnacTTa Ha Bbpxa MOXe [ia e BCe OLLe ropeLla
BeJHara crnej akTMBUpaHeTo, T.€. CbLLECTBYBaA PUCK OT n3rapsHe.

EHOoreHHuTe n3rapsaHunsa ca narapsaHud, npuinHeHm ot BUCOKa MITbTHOCT Ha TOKa B TbKaHTA
Ha nauneHTa. anI‘-II/IHI/ITe MoraTt ga BkntouBar: MNauneHTbT cnyqaﬁHo BJin3a B KOHTAKT C
efiekTponpoBognMn 4acTu. AKO BMCOKOYECTOTHUTE kabenu Bns3aT B NPAK KOHTAKT C KOXaTa,
KanaunTnBHMUTeE TOKOBE MOTraT Aa NMPpUYNHAT U3rapAaHuna.

Ek3oreHHUTe n3rapsaHunsa ca ns3rapaHna, npudnHeHn oT TonjinHatTa Ha Bb3nJlaMeHEeHN
TEYHOCTU UNnun raszoBe. Bb3MOXHM ca 1 eKCnosnn. rlpVILIVIHVI MoraT ga 6baaT: Bb3naneHue Ha
no4yncreaLlin n D,GSI/IH(*)GKTaHTI/I Ha KOXaTa, Bb3naJjieHne Ha aHecTte3npaiwim rasose n ap.

CbpaeyHUTe nencMmenkbpu Morat ga 6baat nospegeHm ot HF Tok. KoHcynTtupante
@ ce ckapauonor npeau npoueaypara. Hukora He n3sbpLIBanTe ambynaTopHu
npoueaypu ¢ HF Tok npu naumMeHTn cbC CbpAevEH NENCMENKBP.
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7

UHCTpYyKUMKM 32 GesonacHOCT

MeOuuMHCKUTE U3aenusi ce AOCTaBAT HECTEPUNHM U TpsiGBa Aa 6GbAaaT NOYMCTEHN,
Ae3nHdeKUMpaHn 1 CTeEpUNN3npaHn npeau Nbpea yrnotpebda.

Mpenm Bcska ynotpeba ypeawT TpsAbBa ga ce npoBepsiBa BU3yarnHo 3a NoBpeaun u
3aMbpcaBaHus!

lMpoBepsiBanTe M3onauusta Ha enekTpoanTe N yabHKEHNETO Ha Bana 3a noBpeamn
npegu Bcaka ynotpeba.

He n3nonssante gedekTHy npogyktu!

[a He ce n3nonssa B NPUCHCTBMETO Ha 3anasimMmn Uim ekCnio3nBHU BellecTBal

Hukora He ro nocraBsnTe BbpXy NauMeHTa unm B HenocpeacTseHa 6mmn3ocT 4o Hero!

HEBUmedical n3pn4Ho npegynpexgasa cpeLly yabihkaBaHe Ha npoaykTa. Besako
pasLwu1peHne Boam Ao uakrnovsaHe Ha oTroBopHocT oT HEBUmedical GmbH.

[MaseTe Te3n NPoAyKTM OT BCSKaKBM MexaHu4HW nospeaun! He xBbprsnTe! He
n3nonassante cuna.

N3bsarearite MexaHN4HO npetoBapBaHe Ha NpoAyKTa N HEroBute KOMMNOHEHTU U3BBH
MPOEKTHUA Ou13alH; ToBa MOXe Aa Aosene Ao noBpena u 3ary6a Ha ('byHKLI,I/IFI!

HedekTHnTe HF kabenu nnun gpbxkm obMKHOBEHO He TpsibBa Aa ce peMoHTupar. Te
TpsibBa ga 6baat 3aMeHeHn ¢ HOBW.

CnasBariTe MHCTPYKUMUTE Ha NPOM3BOANTENS OTHOCHO enekTpuyeckaTa
TOBapPOHOCUMOCT!

3awmTa Ha nauyeHTa OT KOHTAKT C 3a3eMeHN MeTarHu eneMeHTy (onepaunoHHa
maca, BEHO3€H MoJC 1 Ap.) Mo Bpeme Ha HaHacsiHe.

He cTepunusupanite npogykta B CTEPUNN3ATOP C ropeLl Bb3ayX.

MomucneTe 3a orpaHMyeHusiTa Ha meToaa! He 3anevarBanTe cbaoBe Hafg,
MaKcumMarnHus guameTbp oT 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Koarynauusita Ha panonuesnTte Tpbbu ¢ MHCTpyMeHTa BiSeal® He e 6e3onacHa
npoueaypa 3a crepunusauus!

111




Dil CbaoB ynnbTHUTENEH MHCTPYMEHT BISEAL® ¢ ¢yHKuuA 3a pAsaHe

HocaubT Ha ocTpmeTo TpsibBa Ja ce CMeHsI cnep, BCekun LMKbi Ha ynoTpeba! He
n3nonsBanTe gbpXada Ha ocTpueTo asa NbTu!

AKO 4eniocTHaTa YacT € NMoToneHa B eNeKTPONPOBOAMMM TEYHOCTU, CbAbT HAMA Aa
Obae 3aneyartaH CUrypHo, Tbi KaTo TOKbT Ce NpoBexaa Npes TeYHOCTTa (LWYHT)!

BBHLIHMTE NOBBLPXHOCTU Ha YEMCTHaTa YacT ca TOJIKOBa ropeLuy nopaam
TONMONPOBOAMMOCT, IOPY Crea KaTo KoarynauusaTa e npuknoYuna, Ye morat aa
NPUYMHAT HeXenaHun nsrapsHns. Tpsibea Aa ce n3barea JOKOCBAHETO Ha TbKaHTa
BefHara crieq kpasi Ha 3ane4yaTBaHeTo!

He paboTeTe c Hocaya Ha OCTpueTo, Npeam Aa 3anevyaTtate yrnoBeHaTa TbKaH - PUCK
OT KbpBeHe. N3BbpLUBaTe psisaHe camo crep KaTo NpoLEeCHT Ha 3aneyaTBaHe e
npasunHo pasnosHat ot HF yctponcteoTo!

OcTaTbLUUTE OT ThbKaH MoraT Aa sacedHaT MeXAy KIOHUTE, BbB BOAada Ha OCTPUETO
N cTaBuTe, NPUYNHABANKM (DYHKLMOHASHO YBPEXAaHe (€NEeKTPUYECKM LLIYHTOBE,
3acsigaHe Ha Hocadva Ha ocTpueTo). B Tesun cnyyam MHCTpyMeHTLT TpsibBa aa ce
MoYMcTBa OT BPEME Ha Bpeme C NoMoLLTa Ha NPeaoCTaBeHUs UHCTPYMEHT 3a
noyMcTBaHe, YeTka U TamMnoH 1 cTepunHa Boaa.

Mo BpeMe Ha 3aneyaTBaHeTo Ha Cbaa, OCTpUeTo Tpsabea Aa ce npubepe B
YerncTHaTa 4YacT, B NPOTUBEH Cry4al TOBa L NPUYMHU KbCO CbeAMHEHUE U HAMA
[a ce nony4un ebekT Ha 3aneyaTBaHe.

3anovHeTe ¢ HaCTpOVIKa 3a HUCKa MOLLHOCT U yBennyeTte MOLLHOCTTA, ako e
HeO6XOLI,VIMO. Ako e(beKT'bT Ha YyrjiibTHABaHE € cnab wnu nuncea, OTCTpaHeTe
HEeN3npaBHOCTUTE, HE NMPOCTO yBenmanaﬂTe HF mowHocTTa Oo MaKCI/IMyM!

Csbp3BawmaT kaben Tpsabsa ga 6bae NpokapaH Taka, Ye Aa He Bnv3a B KOHTAKT C
naumveHTa unv gpyrm nuHuu. MNasete kabena oT MexaHW4YHW NoBpeau (NpemMuHaBaHe,
CMauykBaHe, nperbBaHe).

N3bsreanite eqHOBPEMEHHOTO M3nonidaBaHe Ha HF xupyprnsa n enektpuyeckm
3a3eMeHN eNeKTPoaAN N CEH30pU OT ANArHOCTUYHN ycTpouncTaal

AKO NpoayKTUTE Ce U3Non3eart Npy NaumMeHT ¢ TPaHCMUCUBHA CNOHIMOpMHa
eHuedanonatna unu HIV nHgekums, Hne oTxBbprsiMe BCAKakBa OTTOBOPHOCT 3a
NoBTOpHa ynoTpeba.

a1 M B N B e = B> B g B B g

Bcuukn cepnosHmn MHUMAOEHTU, CBbP3aHU C YCTPOMCTBOTO, TpsibBa aa 6baat
[AOKMaaBaHuN Ha NPOV3BOAUTENS U HA KOMMETEHTHUS OpraH Ha Abp)KaBaTa-yYreHka, B
KOSITO € YCTAHOBEH NoTpebUTeNaT u/unm nauneHTbT.

JonbnHutenHa nHdopmauumsa 3a nanapocKonCcKu onepauum

ZAN

YnnbTHABANTE cCaMO KOraTo YemntocTHaTa YacT Ha MHCTPYMEHTa € BbB BUANMMUS
OnanasoH! HeBONHOTO akTUBMpPaHe UNn ABWKEHWE Ha MHCTPYMEHTA MOXe fa AoBeae
[0 HapaHaBaHe Ha naumeHTal

ZAN

TokoBogelunTe enekTpoam B YerntocTTa Tpssbsa aa ca Ha 6e3onacHo pascTosiHue oT
Han-marnko 2 cm OT MeTalnHud Kpar Ha Tpoakapa, Korato ca akTMBUPaHW.

ZAN

[MocTaBeTe MHCTPYMEHTa B Tpoakapa W ro nsgbprante camo CbC 3aTBOPEHU
yentoctu!
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8 Ob6xBaT Ha gocTtaBKa

HFagg‘!jgﬁg_;ier mnIHCTPYMeHT 3a 3anevaTsaHe Ha cbaose BiSeal® 200 mm unn 370

HB2310 UrnogbprkaTen - 3a 6e3onacHoO oTCTpaHsBaHE Ha ocTpueTarta

HF9581-01 PesepBHU ocTpueTa 3a egHoKpaTHa ynotpeba

MHcTpykummn 3a ynotpeba

9 NMNoproroBka

NuueTo, koeTo oTroBaps 3a NOArOTBUTENHOTO TPETUPAHE, € OTFTOBOPHO 3a rapaHTUPaHeTo, Ye
NeYeHMEeTO e HaANEeXHO U3MbIHEHO C NOMOLLTA Ha CbOTBETHOTO obopyaBaHe, MaTepuanu u
nepcoHan B ne4eGHOTO 3aBeAEHNE U Taka NOCTUra xenaHusa pesynTtart. ToBa Hanara
BanuaMpaHe v pyTMHHO HabnoaeHe Ha n3nona3saHus npouec.MNpusoBaBame BY Oa B3emeTe
noa BHYMaHWe HauuoHanHuTe pasnopeadu, KOUTO ce 3aHMMaBarT ¢ NoAroToBkaTa Ha
WHCTPYMEHTMW.

BanvanpaHute napameTpu ce OTHACAT 4O XUPYPrU4ecKn MHCTPYMEHTU 3a MHOIOKpaTHa
ynotpeba. BanugupaHute napameTtpu TpsibBa fa ce HabnogaeaTt 3a gpyrnte NpoayKTu,
AecKpeavpaHn, OCBEH ako U3PUYHO He e onucaHa pasnuyHa npouenypa.

9.1 UHcpopmauma 3a nogroroBkata Ha UHCTPYMEHTUTE

M3nonseanTte nouncTealum n/mnu ges3mHeKUMoHHn cpeacrtea ¢ pH-ctoHocT B
pamkute Ha 9-10.

Monsi, HabnogaBanTe MHCTPYKUMUTE Ha NPOU3BOAUTENS OTHOCHO Ao3aTa, BpEMETO
Ha eKcrno3nums 1 NOAHOBABAHETO Ha peLLeHnATa.

B WsnonseaiiTe nogxoasiy YeTKM, KOUTO HE OTCTPaHsBaT matepuvarn, T.e. He
n3nona3sante TBbPAM YETKM (KaTO METANHM YETKN U MeTarnHu r.om) nnu rpyom
abpasnBHM NOYUCTBALLM NpenapaTw.

I Hwukora He ocTaBsaTe MHCTPYMEHTM 3a NOYMUCTBAHE UNW Ae3UH(EKLMS NO -AbMro OT
onpefeneHoTo BpeMe.

B WsnnakHeTe 1 nscyweTe BHUMATENHO NO KaHanm u Tpbou.

B YyecTBUTENHUTE MHCTPYMEHTU TPsAOBa Aa 6bAAT NOYMCTEHN B NpucrnocobneHve 3a
CbXpaHeHne unu 3aTtsaraHe.

B HabGniopaBainTe MHCTPYKUMUTE Ha NPOU3BOAUTENS 3a NOYNCTBAHE - U CTEPUNU3MPaHE

Ha ob6opyaBaHETO.
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9.1.1 KauecTtBO Ha BogaTta

3a nouncTBaHe, HeyTpanuM3npaHe 1 n3nnakBaHe npenopbYBamMe U3Non3BaHEeTo Ha
JeMuHepanusupaHa Boga B cboTBeTcTBUE C ,PbkoBoacTBoTo DGKH, DGSV, AKI 3a
BanugupaHe u pyTMHHO HabngeHne Ha aBToMaTU3NpaHUTE NPOLLECU Ha NOYUCTBAHE U
TepMnyHa gesvHeKkumsa 3a MEAULMHCKN U3OENns U Ha NpuHumMnuTe Ha ycTponcTteaTta“ (The
PvkoeogctBoTo ce oTHacs go DIN EN ISO 15883-1 Touka 6.4.2).

Cnopep, PBbKOBOOCTBOTO Ce npenopb4Bat creaHnTte CTOWHOCTW:

MpoBoaumocT: <15 ps/cm (B oTknoHeHne oT Tabnuuata B DIN EN 285)
CTOWHOCT Ha pH: 5 -7

O6wa TBbpAOCT: <0,02 mmol Calll

Cobavpxanune Ha con: < 10 mg/I

®ocdpatu (kato P,05): <0,5 mygl/l

Cunukatu (kato SiOy): <1 mg/l

Xnopua: £ 2 mg/l

9.2 NoaroTtoBKka Ha MACTOTO Ha ynoTpeba

BepHara cnepn ynotpeba otcTtpaHeTe rpybuTte 3aMbpcsiBaHUSA OT UHCTPYMEHTUTE C
noaxogsia vyetka (Bx. rmasa Kapitel 9.1) u nsnnakHete pabotHute kaHonu. He usnonssante
duKkcupalm cpeactea unu ropella soga (> 40°C), Toi KaTo ToBa Boau A0 MKCMpaHe Ha
ocTaTbUM M MOXE [a NOBMMsie Ha NOCNeABaLoTO YCNELHO NOYNCTBaHe.

PasrnobsiBavite n/vnu oTBapsanTe UHCTPYMEHTUTE, JOKOSKOTO € Bb3MOXHO.

NHcTpymeHTUTE TpsibBa Aa ce NoYMcTBaT Bb3MOXHO Ha-cKopo crieq ynotpeba, 3a aa ce
Hamanu U3CbxBaHETO Ha OCTaTbLMTE 1 NO TO3N HAYMH Aa Ce YNeCHU NoYNCTBaHeTo. AKO
WHCTPYMEHTUTE BNM3aT B KOHTAKT C KOPO3UBHU MeANKAMEHTU UM NOYMCTBALLM NpenapaTw,
n3nnakHeTe rm ¢ Boga BegHara crieg ynortpeba.

Mo-obnroTo BpeMe 3a CyLleHe, Hanp. KaTo 4acT OT CYXOTO M3XBbprsiHe, He € BanuaupaHo u
nopagm ToBa He ce npenopbyBa.

v BpemeTo 3a cyuieHe no BpemMe Ha BanunanpaHe bewe 1 vac.

9.3 Pb4yHO nouncTBaHe

Tl KATO MEXaHUYHUTE NpoLecu MoraT aa 6baaT cTaHaapTU3NPaHW,
Bb3MPOM3BEAEHN U CriefoBaTeNHo BanuaMpaHu, MeXaHUYHOTO novnucTeaHe/
Ae3vHdekumnsa TpsibBa Aa ce npeanoyuta npea pbyHuTe npouecu. MpouecsT Ha
PBYHO NOYMCTBaAHE U Ae3NHIEKLUUSA He e BanuaupaH U Tam Tpsibea ga ce Banuampa
AOMbITHUTENHO OT KpalHus noTpebuten.
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9.4 MexaHU4YHO NOoYnUCTBaHEe

Mopagun mexxayHapogHute ctaHaapti (EN ISO 15883) n HaunoHanHWUTe HaAcokK, camo
BanvaMpaHuTe npouenypu 3a MeXaHM4YHO NoYncTeaHe u gesunHdekuna Tpsabea.3a
aBTOMAaTM3npaHO NoOYMCTBaHE NpenopbyYBamMe CTaHgapTHA Nporpama 3a XMpypruydeckm
WHCTPYMEHTN, Hanp. MHcTpymeHTn oT Mune.

HabntogaBante cneaHoTo Ypes 3apexaaHe:

I MocraBeTe curypHo pasrnobeHnTe UM OTBOPEHN MHCTPYMEHTM B TaBarta.

B WVHcTpymeHTUTE € 0TBOPM M BAMBbOHaTUHM TpsibBa Aa 6baaT NoCTaBeHU ¢
oTBOpeHaTa cTpaHa, oGbpHaTa Hagony, Taka Ye Aa mMoraT Aa 6baaT NoYMCTEHN U B
TSIX He MOXe [ja ce cbbupa Boda OT npoLieca Ha NoYMCTBaHe.

B Ako e HanuyHo, n3nonaeanTe KOOPANHUPAHO YCTPOMCTBO 3a U3MNMaKBaHe.

72 -. F. .. :
,“f ’ - =
-4, “l\.’ £-3 o

[ TMocTaBeTe MHCTPYMEHTUTE CbC CTaBM B OTBOPEHO MOJIOXKEHNE B MOYMCTBALLATa
MallMHa, U MalLMHaTa 3a Ae3nHAEKLUS.

[ Ako e HanuyHO YCTPOICTBO 3a NpoMuBaHe, Hanpumep Luer-Lock koHekTop, TO
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Tpﬂ6Ba Aa ce n3nona3Ba, KakTo € Noka3aHO Ha UncTpauunaTa.

MpeaBapuTenHOTO N3NnakeaHe e nocnegsaHo oT XUMuKan.
XumunyeckoTo noyncTeaHe Tpsibea aa ce ussbpLusa npu 40°C - 60°C 3a noHe 5 MUHYTM.

MpenopbuBame npogyktn ¢ pH-cTtonHocT B pamkute Ha 9-10, Hanp. Neodisher Mediclean
Forte ot Dr. Weigert. 'anon3saHuTe nouncrealum areHTn Tpsbsa ga 6baat nsbpaHu B
3aBMCUMOCT OT Matepumarna u CBoMcTBaTa Ha MHCTPYMEHTUTE N B CbOTBETCTBUE C
HauMoHanHuTe pasnopeabu: ako MMa BMCOKA KOHLIEHTpaUMs Ha xnopua BbB BogaTta,
KOpO3usiTa Ha NyKHaTUHaTa Ha U3konaBaHe N HanpexeHne MoXe Aa ce NnosiBu Ha
NHCTpyMeHTuTE. MNosiBaTa Ha To3n Tun KoposusTa e cBedeHa A0 MUHUMYM Ype3 U3nonssaHe
Ha ankanHu NoOYMNCTBALLM areHTn n gemMuHepanusmpaHa soga. Ypes gobaesHe KbM cpeaa 3a
HeyTpanuavpaHe Ha 6asaTa Ha KMcenuHa, U3nnakBaHeTo Ha ocTaTbUMTE OT ankanHo
NMOYNCTBAHE Ce YeCHsIBa N0 BPEME Ha MbpPBUSA MEXOUHEH NPOLLEC Ha U3nnakeaHe.

3a aa ce npenoTBpaTh 06pasyBaHETo Ha OTnaraHus, NPEnopbUYNTENHO € a ce U3MNon3eaT
HeyTpanHu NoYnCTBaLLM NpenapaTh, KbAETO Ka4ecTBOTO Ha BogaTta e HebnaronpusaTHo. Cnea
BTOPUS NPOLIEC HA MEXONHHO M3MakBaHe ce OCbLLEeCTBABA TepMMYHa Ae3nHdEKUMS.
TepMuyHaTa Ae3nHdeKUMA TpsAbBa Aa ce U3BbPLUBA C AeMUHepanusMpaHa Boaa, KoaTo
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OTroBaps Ha MMKPOBMONOrMYHOTO KavyecTBO Ha nuTenHaTta Boaa (< 100 CFU/ml nutenHa
BoAa), npu TemnepaTypa ot 80 Ao 95°C n Bpeme Ha ekcno3uuusi B cboTBeTcTBUE ¢ EN ISO
15883.

Cnep ooBbpLlUBaAHETO Ha NporpamuTe ussaam 4O6POTO OT MalmMHaTa, 3alloTo MoXe Aa
Bb3HWKHE KOPO3US, akO MHCTPYMEHTBT OCTaHe B MalunHaTa.

CbpoB ynnbTHUTENeH MHeTpyMeHT BISEAL® ¢ doyHKUuMA 3a pa3aHe

v I'IapameTpM, n3nosni3BaHu 3a BanuaupaHe Ha noAroToBKarta

MpeaBaputenHo usnnakBaHe |1 MWHyTa CbC CTyAeHa YelMsiHA BoAa

Temnepatypa: 55 °C

MouncreaHe Bpeme 3a HakuceaHe: 5 MUHYTU (Hal -NOWNAT Ccriy4an)

Bpeme 3a HakncBaHe: 5 MUHYTU (Han -NOWNST crny4van)

Temnepartypa: CtygeHa DI Boga

HeyTtpanusauus Bpeme 3a HakuceaHe: 2 MUHYTH

Néodisher Z 0,1%

Cnep nyckaHe 2 MVWHYTW CbC CTyAeHa an Boaa

Temnepatypa: 90 °C (Ag 3000)

Oe3unHdekuuns
Bpeme 3a HakuceaHe: 5 MUHYTH

9.5 MWUscywaBaHe

OcurypeTe agekBaTHO U3CyLLUaBaHe OT YCTPOMCTBOTO 3a NOYUCTBAHE U Ae3UHMEKLUS NN
n3nons3BaHe Ha ApYyry NoaxoasLy MepKu.

v MN3cywaBaHeTo Oelle nponycHaTo nNpy BanuamMpaHeTo (Ham -NowoTo CbCTOSHME Ha
cnyyas).
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10 TlMoappbxka, npoBepkKa

Cnep oxnaxpgaHe o CTallHa TemnepaTtypa MHCTpYMeHTUTe Tpsbea aa 6baat BusyanHo
NpoBepeH 3a NPOTENHOBM OCTaTbLM M ApYyro 3ambpcsaBaHe. NpopesnTte, 6apuepurte,
OpaBute, TpBOUTE N OpYrK ca, KOUTO ca TPYLHM 3a SOCTbI, TpAbBa Aa ObaaT MHCNEKTUMPAaHK
nogpo6Ho. MIHCTpyMeHTUTE, KOUTO He ca 6e3 ocTaTbum, TpsibBa MHOrokpaTHoO Aa 6bvaar
NOANOXeHW Ha uenusa npouec Ha npepaboTka.

3a ga ce rapaHTMpa, Ye XMpypruyecknte MHCTPYMEHTU morat Aa 6baaT us3nonssaHu 3a
TAXHaTa NpegHasHadYeHune cneq npepaboTka, € Heobxoanmo Aa ce U3BbPLUM PYHKUMOHANEH
TECT criedl NoYUCTBaHe, Ae3nHMEKUNA N N3CbXBaHe Ha MepKnTe 3a Bu3yarnHa npoBepka u
rpwxun. M3pbplueTe pyHKUMOHANHUTE TecToBe, Aeckpeampanu B Touka 10.1.

WHCTpyMeHTH, KOUTO ca 3auanaHu, Tbhu, orbHaTU, He OYHKUMOHMPAT, NOBpeaeHn ca Mno
HSKaKbB APYr HAYUH NN eTUKETUPAHETO Ha MHCTPYMEHTA BeYe He e pa3no3HaBaemMo (Hanp.
eTnkeTbT, koabT UDI Beve He ce 4eTe), Tpsabsa Aa ce n3xebpnar!

3a ga noMorHem 3a naeHTuguumpaHe Ha aedekTHM MHCTPYMEHTU, KOUTo Tpsibea aa 6bvaar
nogpeneHu, npenopsvysame bpoluyparta ,npepaboTka Ha MHCTpyMeHTa" oT paboTHaTa rpyna
,MOAroTOBKa Ha MHCTPYMeHTK". ToBa BKkNtoyBaLLe rnasa 8 ,[poBepku n rpwxun” n Masa 12
,[ IPOMEHN B NOBBLPXHOCTTA: OTnaraHus, obesLBeTsiBaHe, KOPO3us, cTapeeHe, NnodyBaHe U
CTpecupaHe Ha HarnpexeHue".

10.1 ®PyHKUMOHaNEH TecT

UHackopo 3akyneHuaT NnpoaykT Tpsibea ga 6bae nognoXeH Ha 3agbnboyeHa Bu3yanHa u
dyHKUMSA cnef gocTaBkata My U npeam Besika ynotpeba.

Mpoayktnte Tpabea ga 6baaT NnposepeHn 3a HepegHocTU. O6pPbLLANKA BHUMaHWE Ha
nykHaTUHUTE, ppakTypuTe 1 NosiBaTa Ha KOPO3Ks.

AKO nma cTaBu, MHCTPYMEHTUTE TpsAbBa Aa 6GbaaT cMasaHu C NPoAYKT Ha rpvka npeau
dyHKUMOHaNHWs TecT. NpenopbyBame MegmuMHCKO 6ano macno Ha 6a3aTa Ha napadmHOBO
mMacno.

lMpoBepeTe UHCTPYMEHTUTE CbC CTaBM 3a NIECHO OBWKEHUE.

ETuketnTte cbLyo TpsabBa ga ce NpoBepsBaT 3a YeTNIMBOCT.

M3BbpLueTe npoBepka Ha OyHKUMSATA B CbOTBETCTBUE C NPELBUOEHOTO NPUITOXEHME HA
WHCTPYMEHTA.

OCHOBHM TECTOBE 3a MHCTPYMEHTM CbC CEPLMSA 1 YENOCT ca cpeq Apyrure:
B MNpaBunHo oTBapsiHe 1 3aTBapsiHe (rMagKko ABMXEHMWE, 3aBbpPLLEHO)
B HenokbTHaTO cepust (OrbHATO, OTKLCHATO)
B Yentoctute TpsiGBa Aa ce 3aTBOPSAT NpPaBUITHO
[ Be3 xBbpnsaHe Ha YenocTUTe (KPBCTOCAHO yXxansaHe)

,D,e(beKTHVITe npoaykTn He Tpﬂ6Ba Oa ce n3nonseat u Tpﬂ6Ba OTHOBO Aa Ca npetbpnenn
NbJIHNA NMpoLueC Ha nNpeHapexgallo nedeHune, npegn ga obaat BbpHATU.
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11 Crepunusauua

Mpenmn ctepunusaumsita NpoaykTuTe TpsibBa Aa NpeTbpnaT NoYncTBaHe n aesnHdekums, na
ce n3nnakeat 6e3 octaTbLUM, KaTO Ce U3NON3Ba AeMMHEpanuanpaHa Boaa 1 CyLleHo
nacyweHo. HEBUmedical npenopbyBa n3non3saHeTo Ha BanvaeH npoLuec Ha cTepunmsaums

Ha napa (Hanpumep ctepunusaTop B cboTBeTcTBUE € EN 285 1 BanngupaH B CbOTBETCTBUE C
DIN EN ISO 17665-1).

Mpu n3nonssaHe Ha hpakLMOHMPaHNS BakyyM MeTof TpsibBa a ce M3BBbPLUM CTepunusaums
¢ Han -manko 134°C (CALL, 132°C) c MMHMMarneH nepvog Ha obuTaBaHe OT 3 MUHYTW.
BakyyMHOTO cyLueHe TpsabBa fa ce U3BbPLLBA Ypes3 U3BbPLUEHO NOHE 20 MUHYTHU.

Y MapameTpu, nanon3saHu 3a BanuaupaHe Ha cTepunM3saums Ha napa
MpepnBapuTeneH Bakyym 3 NbTn

TemnepaTtypa Ha cTepunusaums 132 °C

BpeMe 3a cTepunusaums 1,5 MMHYTK (MeTOA Ha NOSNOBMH LMKbBI)
Bpeme 3a cylueHe 20 MUHYTK

Mapata Tpsbea na 6bae 6e3 cbCcTaBKkK, KATO Ce NPENOPBLYUBA, Ye OrpaHNYaBaLUUTe CTOMHOCTU
Ha 3axpaHBalliaTta Boaa U KOHAEeH3aTbT Ha naparta ce onpeaensT ga Hanpaeart 285.

Opyru npouecn Ha cTepunusauma ca CbBMecTuMun, HO He Banuampat ot HEBUmedical.
KoraTto ce 3apexgarte, HabntogaBanTe npenopbyaHoTo obLwo terno. Cnepn crepunusaumdara

npoBepeTe CTepunHaTa ornakoBka Ha NpoayKTa 3a nospena U nposepeTe rnokasaTenuTe 3a
cTepunusaums

11.1 OnaxkoBaHe

CbBMeCTMMN ONaKoBKM OT MPOAYKTU 3a cTepunuaaums B cboteetcTeme ¢ 1ISO 11607.
W3non3saHaTa onakoBka TpsbBa Aa e noaxoasiia 3a MHCTPYMEHTUTe 1 Aa rv npeanasu ot
MMKPOBMONOrMyHO 3aMbpcsiBaHe No BpeMe Ha CbXpaHeHue. YnNnbTHeHneTo He Tpsbea fa e
nog HanpexeHne. HEBUmedical npenopbyBa koHTenHep unm 6onHuua obMKHOBEHA XapTus
3a cTepunusaums/cpunnmMmoBa onakoBka 3a CTepunuanpaHa onakoska.

10 BpEME Ha BanvaMpaHe MHCTPYMEHTUTE CE ONakoBaT B DOJIHWYHI ODLLM
Y CTEPUNN3ALIMOHHMN ONMAaKOBKM (ONaKOBKM 3a XapTUs/unmmn) n cTtepmnmampaHmn napHu.
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12 XwuBot

MpouenypaTa 3a cTepunM3auunsa Ha napa e BanugupaHa ypes nabopaTopHu
TectoBe.[1lpoayKTUTe ca CTepuiHM BanuanpaHu npu npeaBapuTerniHo BakyyMm C
NPOOBIPKUTENHOCT Han-Manko 5 MuMHyTK 1 Temnepatypa ot 134°C 3a uan xusoT o1 50
uuKbna.

MoxxeTe fa NpoabIKMTE Aa U3nonseaTe UHCTPYMEHTUTE NO CBOS COGCTBEHA OTFOBOPHOCT MO
OTHOLLUEHMWE Ha Ta3n CTOMHOCT Ha LMKbIla, ako onMcaHusiTa Ha TecToBeTe B rnaea 7 ca
YCMELIHO 3aBbpLUEHN.

13 CobxpaHeHue

CbxpaHsiBaniTe NpOAYKTUTE B Cyxa, YnicTa u 6e3npaluHa cpega npyv yMepeHu temnepaTtypu ot
5°C po 40°C.
MpennassanTe OT CNbHYEBA CBETNINMHA M U3KYCTBEHA CBETNINHA.

b ol

14 TlapaHuusa / peMOHT

HawmTte npoaykTv ce npovsBexaaT OT BUCOKOKa4YeCTBEHM MaTepuani 1 BHUMaTerHo ce
npoBepsABaT Npean uanpaltladHe. Bonpeku ToBa, Jopy 1 Aa ce U3nona3saT NpaBuUHO B
CbOTBETCTBME C NpeAHa3Ha4YeHNeTo UM, Te ca 0GEKT Ha Mo -ronsima Unu no -marka cTeneH Ha
N3HOCBaHe B 3aBUCUMMOCT OT MHTEH3MBHOCTTA UM Ha yrnoTpeba.

ToBa M3HoCBaHe € MHAYLMPaHO TEXHUYECKN U HEU3OEXKHO.

AKo noBpeauTe ce NosiBsiBaT HE3aBMCMMO OT U3HOCBaHE, MOJIsl, CBbPXKETE Ce C HalnTe yCnyru
3a knneHTu.[ledekTHUTE NpoayKTN BeYe He TpsibBa aa ce usnonseart.

Te TpsAGBa Aa NPeTbLPNAT MbIHUA NOArOTBUTENEH NPOLIEC Ha NnevyeHne, npeau aAa 6vaar
BbpHaTK.

15 W3xBbpnsiHe

Mpean oa 6bOe U3XBBbPISIEH, NPOAYKTHLT TpA6Ba Aa 6bAe NoanoXeH Ha NbfiHa o6paboTka u
cTepunmusaumnsa B CbOTBETCTBUE C NpoLedypaTa, onucaHa B Te3n MHCTPYKLMK 3a ynoTpeba.

Puck oT uHdeKkunsa ot 3ambpceHn npoaykTu!
& | Tpu n3xBbPASHETO Ha NPOAYKTA, HETOBUTE KOMMOHEHTM U OMakoBKaTa UM
TpAbBa Aa ce cnassaTt HauMoHanHWTe pasnopenbu.

Puck oT HapaHsiBaHe OT NPOAYKTU C OCTpU pbboBeE U/MnKn 3a0CTpeHn kpanwa!
& I Tlpu n3xebprsiHe Ha NpoaykTa TpsibBa fAa ce rapaHTupa, Ye onakoBkaTa He
No3BOJIsiIBa HapaHsiBaHe OT NpoAyKTa.
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16 Appec Ha ycnyraTta n npousBoautens

AKo ca HeOBXOAUMW MHCTPYKLUMUTE 3a M3Nos3BaHe BbB (hopMyrnisipa 3a XxapTusi, Mons,
n3nonsBanTe AaHHWUTE 3a KOHTAKT, M36poeHm no -gony.NHCTpyKuMnTe 3a U3nonssaHe BLB
dopmynsipa 3a xapTus Wwe B 6bAaT NPeAoCcTaBeHN B paMKUTE Ha CefeM KaneHaapHu aHu
crep nonyyaBaHe Ha 3asiBkaTa.

KaTto antepHaTunBa, €NeKkTpoHHUTE MHCTPYKLUMK 3a ynoTpeba cbLyo moraT aa 6baat
pasneyaTaHu.

d HEBUmedical GmbH
Badstral’e 8

78532 Tuttlingen / M'epmaHuns
Ten. +49746194 71 -0

Nwmenn: servicec@HEBUmedical.de
c € 0123 Ye6: www.HEBUmedical.de
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1 Symbolforklaringer

Symbol Definition
c € 0123 CE-meerkning
A Fare
Y Validerede parametre
J Fabrikant
LOT Batch navn
REF Referencenummer
&On]y yDegl—CchSekachIlsgtéc/lg{ udstyr
MD Medicinsk udstyr
)] Ikke steril
:-“-\‘]'% Opbevares veek fra sollys

Opbevares tort

/l’ Temperatur

EB] [1i] (Elektronisk) brugsanvisning

Hinweis auf olFU

125



Dil Vaskulart taetningsinstrument Biseal® med skarefunktion

Ingen intervention pa patienter med pacema-

- kere

2 Introduktion

Ved kgb af dette instrument far du et produkt af hgj kvalitet, hvis korrekte handtering og brug
er beskrevet nedenfor.

For at minimere risici og ungdvendig stress for patienter, brugere og tredjeparter bedes du
lzese brugsanvisningen omhyggeligt og opbevare den pa et sikkert sted.

Vores produkter er udelukkende beregnet til professionel brug i overensstemmelse med deres
anvendelsesformal af tilsvarende uddannet og kvalificeret fagpersonale og ma kun erhverves
af dette.

3  Tilsigtet brug

3.1 Anvendelsesformal

Et monopolaert eller bipolart produkt, der bruges til koagulering af kar eller veevsbundter til hae-
mostase. Den er ikke beregnet til brug i direkte kontakt med hjertet, det centrale kredslgbssys-
tem eller centralnervesystemet. Det er et genanvendeligt produkt.

3.2 Indikation

Produktet anvendes ved HF-kirurgi. Det ma kun bruges af uddannet og kvalificeret fagperso-
nale.

3.3 Kontraindikationer

De hgijfrekvente bipolaere klemmer ma ikke anvendes i forbindelse med det centrale nervesys-
tem eller kredslgbssystemet. Tubal ligering er ikke en sikker anvendelse.

3.4 Patientmalgruppe

Produkterne er velegnede til alle patientgrupper.

3.5 Maksimal elektrisk belastningskapacitet

Maksimal elektrisk belastningskapacitet er 0,3 kVp.
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4 Anvendelse

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funktionstest i det sterile operationsomrade

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Betjening

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montering og demontering

5.1 Demontering af klinge

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

FARE!

& Fjern aldrig knivene med fingrene - fare for personskade!
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5.2 Renggring

3. Clean upper and lower parts of
blade duct

5.3 Knivsamling

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Fareadvarsler

Produkterne méa kun anvendes i kombination med HEBU-tilbehgr og kun af klinisk uddannet
specialistpersonale. Elektroder ma ikke bgjes, da dette kan beskadige materialet og fare til, at
elektroden kneekker. HF-apparatets udgangseffekt ma kun indstilles til den veerdi, der er abso-
lut n@dvendig for indgrebet. Hvis den saedvanlige koagulationsydelse ikke opnas pa trods af
standardindstillingerne for HF-apparatet, ma apparatets udgangseffekt aldrig gges uden forst
at kontrollere. Faglgende skal kontrolleres i detaljer: perfekt kontakt af alle HF-stik og -kabler,
funktion af fodkontakten eller fingerafbryderen pa handtaget, isolering af HF-kablerne, instru-
mentet samt renhed og slitage af den distale ende af aktive elektrode(r). Fgr du starter betje-
ningen, skal du kontrollere, at monitorerne sender signaler jeevnt (f.eks. uden stgj) ved at trykke
pa den gule knap (CUT) og den bla knap (COAG).

Tag altid fat i stikket for at traekke HF-kablet ud. Traek aldrig i HF-kablet, da det kan medfare
skader. Kabler med defekt/skar isolering eller brud pa det elektriske kabel (pa grund af kraftig
knaek eller knusning af kablet) kan forarsage forbraendinger hos brugeren/patienten eller endda
forarsage brand. Aktive HF-instrumenter og HF-handtag ma ikke placeres pa patienten for at
undga personskade i tilfeelde af utilsigtet HF-aktivering.

For at rense de aktive elektroder skal "Auto Start"-tilstanden (kun til bipolar brug) de-
aktiveres, eller instrumentet skal afbrydes fra generatoren. Spidsomradet kan stadig
vaere varmt umiddelbart efter aktivering, dvs. der er risiko for forbraendinger.

Endogene forbrandinger er forbreendinger forarsaget af hgj stremteethed i patientens veev.
Arsager kan omfatte: Patienten kommer ved et uheld i kontakt med elektrisk ledende dele. Hvis
HF-kabler kommer i direkte kontakt med huden, kan kapacitive stremme forarsage forbreend-
inger.

Eksogene forbrandinger er forbreendinger forarsaget af varmen fra antaendte veesker eller
gasser. Eksplosioner er ogsa mulige. Arsager kan veere: betaendelse i hudrense- og desinfek-
tionsmidler, beteendelse i anaestesigasser mv.

Pacemakere kan blive beskadiget af HF-strem. Radfar dig med en kardiolog far pro-
% ceduren. Udfer aldrig ambulante procedurer med HF-strgm pa patienter med pace-
makere.
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7

Sikkerhedsinstruktioner

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9 Sikkerhedsinstruktioner

Det medicinske udstyr leveres usterilt og skal renggres, desinficeres og steriliseres far
farste brug.

For hver brug skal instrumentet inspiceres visuelt for skader og forurening!

Kontroller isoleringen af elektroderne og akselforlaengeren for skader fgr hver brug.

Brug ikke defekte produkter!

Ma ikke anvendes i naerheden af braendbare eller eksplosive stoffer!

Placer den aldrig pa patienten eller i dennes umiddelbare naerhed!

HEBUmedical advarer udtrykkeligt mod at forleenge produktet. Enhver forlaengelse
medfgrer ansvarsfraskrivelse fra HEBUmedical GmbH.

Beskyt disse produkter mod enhver mekanisk skade! Kast ikke! Brug ikke magt.

Undga mekanisk overbelastning af produktet og dets komponenter ud over designd-
esignet; dette kan fare til skader og funktionstab!

Defekte HF-kabler eller handtag ma generelt ikke repareres. De skal udskiftes med
nye.

d 4 =4 Wi N> N N NN

Overhold producentens anvisninger vedrgrende elektrisk belastningsevne!
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Beskyttelse af patienten mod kontakt med jordede metalelementer (operationsbord,
IV-pol osv.) under pafgring.

Produkterne ma ikke renggres i et ultralydsbad.

Steriliser ikke produktet i varmluftssterilisator.

Hvis produkterne bruges pa patienter med overfgrbar spongiform encefalopati eller
HIV-infektion, fraleegger vi os ethvert ansvar for genbrug.

> BB B

Alle alvorlige haendelser i forbindelse med udstyret skal indberettes til fabrikanten og
den kompetente myndighed i den medlemsstat, hvor brugeren og/eller patienten er
etableret.

10

Forberedelse

Den person, der er ansvarlig for forberedende behandling, er ansvarlig for at sikre, at behand-
lingen er behgrigt carieret ved hjeelp af det relevante udstyr, materialer og personale i behand-
lingsanlaegget og sa opnar det gnskede resultat. Dette kraever validering og rutinemaessig
overvagning af den anvendte proces. Vi opfordrer dig til at notere dig de nationale regler, der
beskeaeftiger sig med instrumentforberedelse.

De validerede parametre henviser til genanvendelige kirurgiske instrumenter.De validerede
parametre skal observeres for de andre produkter, der er beskaret, medmindre en anden pro-
cedure eksplicit beskrives.

10.1

134

Oplysninger om instrumentforberedelse

Brug renggrings- og/eller desinfektionsmidler med en pH-vaerdi inden for 9-10.

Veer opmaerksom pa producentinstruktioner vedrgrende dosering, eksponeringstid og
fornyelse af lgsninger.

Brug egnede barster, der ikke fijerner materiale, dvs. ingen harde barster (f.eks.
metalbgrster og metalsvampe) eller groft slibende renggringsmidler.

Forlad aldrig instrumenter i renggrings- eller desinfektionsmidler i laengere tid end det
specificerede tidspunkt.

Skyl og ter omhyggeligt gennem kanaler og rar.
Folsomme instrumenter skal rengares i en opbevaring eller en klemmearmatur.

Overhold producentinstruktioner om rengaring - og sterilisering af udstyr.
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10.1.1 Vandkvalitet

Til rengaring, neutralisering og skylning anbefaler vi brugen af demineraliseret vand i over-
ensstemmelse med "retningslinjen DGKH, DGSV, AKI til validering og rutinemaessig overvag-
ning af automatiseret rengarings- og termisk desinfektionsprocesser for medicinsk udstyr og
pa principperne for enheder" (Retningslinje henviser til DIN EN ISO 15883-1 Punkt 6.4.2).

| henhold til retningslinjerne anbefales fglgende veerdier:

Ledningsevne: €15 ps/cm (afviger fra tabellen i DIN EN 285)
pH-veerdi: 5 -7

Total hardhed: 0,02 mmol CaOl/l

Saltindhold: = 10 mg/I

Fosfat (som P,0Og): <0,5 mg/I|

Silikat (som SiO5): <1 mgl/l

Klorid: <2 mg/l

10.2 Forberedelse pa brugsstedet

Fjern umiddelbart efter brug groft snavs fra instrumenterne med en egnet barste (se kapitel Ka-
pitel 10.1), og skyl arbejdskanylerne ud. Brug ikke fikseringsmidler eller varmt vand (> 40°C),

da dette forer til fiksering af rester og kan pavirke den efterfglgende rengaring.

Skil instrumenterne ad og/eller &bn dem sa vidt muligt.

Instrumenterne skal renggres sa hurtigt som muligt efter brug for at reducere tarringen af rester
og dermed lette rengaringen. Hvis instrumenterne kommer i kontakt med setsende medicin el-
ler renggringsmidler, skal de skylles med vand umiddelbart efter brug.

Leengere tgrretider, f.eks. som en del af tar bortskaffelse, er ikke blevet valideret og anbefales
derfor ikke.

Y Tarretiden under validering var 1 time.

10.3 Manuel renggring

Da mekaniske processer kan standardiseres, gengives og derfor valideres, bgr me-
kanisk renggring/desinfektion foretraekkes frem for manuelle processer. Manuel

A renggrings- og desinfektionsproces valideres ikke, og der skal valideres yderligere af
slutbrugeren.

10.4 Mekanisk renggring

Pa grund af internationale standarder (EN ISO 15883) og nationale retningslinjer bar kun vali-
derede mekaniske renggrings- og desinfektionsprocedurer. Til automatiseret renggring anbe-
faler vi et standardprogram til kirurgiske instrumenter, f.eks. Instrumenter fra Miele.
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Observer fglgende ved indlaesning:

B Placer de demonterede eller abne instrumenter sikkert i bakken.

Instrumenter med abninger og udsparinger skal placeres med den abne side vendt
nedad, sa de kan rengares, og intet vand fra renggringsprocessen kan samle i dem.

[ Placer instrumenterne med samlinger i en abnet position i rengaringen, -og desinfek-
tionsmaskine.

[ Huvis der er en skylleanordning tilgeengelig, f.eks. en Luer-Lock-forbindelse, skal den
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anvendes som vist pa illustrationen.

Forskylningen efterfalges af tarrensning.
Kemisk renggring skal udfgres ved 40 °C til 60 °C i mindst 5 minutter.

Vi anbefaler at bruge renggringsmidler med en pH-vaerdi mellem 9 og 10, f.eks. Neodisher
MediClean forte fra Dr. Weigert. Valget af rengeringsmiddel afhaenger af instrumenternes ma-
teriale og egenskaber samt nationale bestemmelser.

Hvis der er en gget koncentration af klorid i vandet, kan der opsta grubeteering og spaendings-
korrosion pa instrumenterne.

Forekomsten af sddan korrosion kan minimeres ved at bruge alkaliske renggringsmidler og de-
mineraliseret vand.

Tilseetning af et syrebaseret neutraliseringsmiddel ger det lettere at skylle rester af alkaliske
renggringsmidler af under den fgrste mellemskylning.

For at forhindre dannelse af aflejringer anbefales det at bruge neutrale renggringsmidler, hvis
vandkvaliteten er ugunstig.

Termisk desinfektion finder sted efter den anden mellemskylning.

Termisk desinfektion skal udferes med demineraliseret vand, der svarer til mikrobiologisk drik-
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kevandskvalitet (< 100 CFU/ml drikkevand) ved 80 til 95 °C og en eksponeringstid i over-
ensstemmelse med EN ISO 15883.

Vaskegodset skal tages ud af maskinen efter endt program, da det kan forarsage korrosion,
hvis det bliver i maskinen.

v Parametre, der bruges til validering af forberedelse

Forudgaende skylning 1 minut med koldt ledningsvand

Temperatur: 55 °C

Rengering Blgdningstid: 5 minutter (veerste tilfaelde)

Neodisher Mediclean Forte 0,4% (veerste tilfaelde)

Temperatur: koldt DI -vand

Neutralisering Bladetid: 2 minutter

Néodisher Z 0,1%

Efter skylning 2 minutter med koldt divand
Temperatur: 90 °C (Ag 3000)

Desinfektion

Blgdningstid: 5 minutter

10.5 Toarring

Sarg for tilstraekkelig t@rring ved renggrings- og desinfektionsindretningen eller ved hjeelp af
andre supperible mal.

v Tarring blev udeladt i valideringen (veerste tilfeelde).

11 Vedligeholdelse, inspektion

Efter afkaling til stuetemperaturer skal instrumenterne inspiceres visuelt for proteinrester og
anden forurening. Spalter, barrierer, Iase, rgr og andre er, der er vanskelige at fa adgang til,
skal inspiceres grundigt. Instrumenter, der ikke er restfri, skal gentagne gange underkastes
hele oparbejdningsprocessen.

For at sikre, at kirurgiske instrumenter kan bruges til deres tilsigtede formal efter oparbejdning,
er det ngdvendigt at udfare en funktionel test efter rengaring, desinfektion og ter af de visuelle
inspektions- og plejeforanstaltninger. Udfar de funktionelle tests, der er beskaret i punkt 11.1.
Instrumenter, der er plettede, stumpe, bgjede, ikke laengere fungerer, er beskadiget pa anden
made, eller hvis instrumentets maerkning ikke lazengere kan genkendes (f.eks. maerkning, UDI-
kode, der ikke laengere kan leeses), skal kasseres!

For at hjeelpe med at identificere defekte instrumenter, der skal sorteres, anbefaler vi brochuren
"Instrument Reprocesing" fra arbejdsgruppen "Instruments forberedelse". Dette omfattede ka-
pitel 8 "kontrol og pleje" og kapitel 12 "Overfladeaendringer: aflejringer, misfarvning, korrosion,
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aldring, heevelse og stress revner*.

11.1 Funktionstest

Et nyligt kebt produkt skal udseettes for en grundig visuel og funktionskontrol efter dens lever-
ing og inden hver brug.

Produkter skal kontrolleres for uregelmaessigheder. Veer opmeerksom pa revner, brud og fore-
komsten af korrosion.

Hvis der er samlinger, skal instrumenterne olieres med et plejeprodukt far den funktionelle test.
Vi anbefaler en medicinsk hvid olie baseret pa paraffinolie.

Kontroller instrumenter med samlinger for at lette bevaegelse.

Meaerkningen skal ogsa kontrolleres for laesbarhed.

Udfar en funktionskontrol i overensstemmelse med den tilsigtede anvendelse af instrumentet.

Veaesentlige tests for instrumenter med serration og kaebe er blandt andet:
I Korrekt abning og lukning (glat beveegelse, komplet)

B Intakt serration (bgjet, brudt af)
B Keeerne skal lukke ordentligt
B Ingen kaster keeberne over (krydsbid)

Defektprodukter ma ikke bruges og skal have gennemgaet den komplette praefaratoriske be-
handlingsproces igen, fgr de returneres.

12 Sterilisering

Far sterilisering skal produkter gennemga rengaring og desinfektion, skylles af uden rester ved
hjeelp af demineraliseret vand og tarres i undertiden. HEBUmedical anbefaler anvendelse af
en valideret dampsteriliseringsproces (f.eks. Sterilisator i overensstemmelse med EN 285 og
valideret i overensstemmelse med DIN EN ISO 17665-1).

Ved anvendelse af fraktioneret vakuummetode skal sterilisering udferes med mindst 134°C
(USA 132°C) med en minimum opholdsperiode pa 3 minutter. Vakuumtgrring skal udfgres
af udfert i mindst 20 minutter.

Y Parametre anvendt til validering af dampsterilisering

Prevacuum 3 gange
Steriliseringstemperatur 132 °C

Steriliseringstid 1,5 minutter (halvcyklusmetode)
Torringstid 20 minutter

Dampen skal veere fri for ingredienser, anbefalede begraensende veerdier for fodervand og
dampkondensat er bestemt til at gagre 285.

Andre steriliseringsprocesser er kompatible, men ikke validatet fra HEBUmedical.

Nar du indlaeses, skal du observere den anbefalede samlede vaegt.
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Efter steriliseringen skal du kontrollere den sterile produktemballage for skader og inspicere
steriliseringsindikatorerne

12.1 Indpakning

Standardiseret indpakning af produkterne til sterilisering i overensstemmelse med ISO 11607.
Indpakningen skal vaere egnet til instrumenterne og beskytte mod mikrobiologisk kontamine-
ring under opbevaring. Forseglingen ma ikke veere under spaending. HEBUmedical anbefaler
containere eller typisk hospitalsemballage af papir/film som steriliseringsemballage.

Under validering blev instrumenterne pakket pa hospitalets faelles steriliseringspakker
Y (papir/filmpakke) og damp steriliseret.

13 Livstid

Steam -steriliseringsproceduren blev valideret ved laboratorieundersagelser. Produkterne blev
sterile valideret ved et pree-vakuum af mindst 5 minutters varighed og en temperatur pa 134°C
i en levetid pa 50 cykler.

Du kan fortseette med at bruge instrumenterne pa dit eget ansvar over denne cyklusvaerdi, hvis
testbeskrivelserne i kapitel 7 er afsluttet.

14 Stockage

Opbevar produkter i et tart, rent og stavfrit miljg ved moderne tempereret fra 5°C til 40°C.
Beskyt mod virkningerne af solens straler og kunstigt lys.

S
2

15 Garanti/ reparation

Vores produkter er fremstillet af materialer af hgj kvalitet og kontrolleret omhyggeligt inden af-
sendelse.Selv hvis de bruges korrekt i overensstemmelse med deres tilsigtede formal, er de
imidlertid underlagt en starre eller mindre grad af slid athaengigt af deres brugsintensitet.
Dette slid er teknisk induceret og uundgaelig.

Hvis der opstar fejl uafhaengigt af slid, bedes du kontakte vores kundeservice. Defekte pro-
dukter bar ikke laengere bruges.

De skal gennemga den komplette forberedende behandlingsproces, for de returneres.
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16 Bortskaffelse

Far bortskaffelse skal produktet gennemga en komplet oparbejdnings- og steriliseringsproces
i overensstemmelse med den procedure, der er beskrevet i denne brugsanvisning.

Risiko for infektion fra kontaminerede produkter!
A I Ved bortskaffelse af produktet, dets komponenter og emballage skal de
nationale bestemmelser overholdes.

Risiko for kvaestelser fra produkter med skarpe kanter og/eller spidser!
A I Ved bortskaffelse af produktet skal det sikres, at emballagen forhindrer, at
man kan komme til skade med produktet.

17 Service og producentadresse

Hvis instruktionerne til brug i papirform er pakreevet, skal du bruge de kontaktoplysninger, der
er anfgrt nedenfor. Instruktionerne til brug i papirform vil blive stillet til radighed for dig inden for
syv kalenderdage efter modtagelse af anmodningen.

Alternativt kan de elektroniske instruktioner til brug ogsa udskrives.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Tyskland
TIf. +49 746194 71 -0

E-mail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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1 Sumbolite selgitused

Sumbol Maaratlus
c € 0123 CE margistus
A Oht
Y Kinnitatud parameetrid
d Tootja
LOT Partii nimi
REF Viitenumber
&only Meditsiiniseade / FDA retseptiseade
MD Meditsiiniline seade
1 Mitte steriilne
:-‘-\']'% Hoida eemal paikesevalgusest
w
T Hoida kuivas
/lf Temperatuur
[:B:I Hw[':“]ﬂw (Elektrooniline) kasutusjuhend
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Mitte sekkuda sudamestimulaatoriga patsien-
R tide puhul

2 Sissejuhatus

Selle seadme ostuga saate kvaliteetse toote, mille nduetekohast kasitsemist ja kasutamist on
kirjeldatud allpool.

Selleks, et vahendada riske ja tarbetut stressi patsientidele, kasutajatele ja kolmandatele isiku-
tele, lugege kasutusjuhend hoolikalt Iabi ja hoidke seda turvalises kohas.

Meie tooted on méeldud ainult professionaalseks kasutamiseks vastavalt otstarbele, mida
teostavad vastavalt koolitatud ja kvalifitseeritud spetsialistid, ning neid tohib osta ainult nime-
tatud spetsialistid.

3 Kavandatud kasutus

3.1 Moeldud kasutamiseks

Monopolaarne voi bipolaarne toode, mida kasutatakse veresoonte voi koekimpude htdbimi-
seks hemostaasiks. See ei ole moeldud kasutamiseks otseses kontaktis sidame, keskver-
eringeststeemi ega kesknarvisiisteemiga. See on korduvkasutatav toode.

3.2 Naidustus

Toodet kasutatakse HF kirurgias. Seda vdivad kasutada ainult koolitatud ja kvalifitseeritud
spetsialistid.

3.3 Vastunaidustused

Kdrgsageduslikke bipolaarseid klambrid ei tohi kasutada seoses kesknarvi- ega vereringesus-
teemiga. Munajuhade ligeerimine ei ole ohutu rakendus.

3.4 Patsientide sihtriithm

Tooted sobivad koéikidele patsiendirihmadele.

3.5 Maksimaalne elektriline kandevoime

Maksimaalne elektriline kandevéime on 0,25 kVp.
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4 Kasutamine

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funktsionaalne testimine steriilses operatsioonipiirkonnas

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operatsioon

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Kokkupanek ja lahtivotmine

5.1 Tera lahtivotmine

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

OHT!

& Arge kunagi eemaldage I6iketerasid sérmedega — vigastusoht!
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5.2 Puhastamine

3. Clean upper and lower parts of
blade duct

5.3 Tera kokkupanek

4. Insert new blade until it is caught in. Only
then remove protective cap.

149



Dil Veresoonte tihendamise instrument BESEAL® koos l6ikamisfunktsiooniga

6 Ohuhoiatused

Tooteid voivad kasutada ainult koos HEBU tarvikutega ja ainult kliinilise valjadppe saanud
spetsialistid. Elektroode ei tohi painutada, kuna see voib materjali kahjustada ja pdhjustada
elektroodi purunemise. Kérgkdrgsagedusseadme valjundvoimsust vdib seada ainult sekkumi-
seks hadavajalikule vaartusele. Kui tavalist koagulatsioonijdoudlust ei saavutata vaatamata HF-
seadme standardseadistele, arge kunagi suurendage seadme valjundvdimsust ilma eelneva
kontrollimiseta. Uksikasjalikult tuleb kontrollida jargmist: kdigi HF -pistikute ja kaablite laitmatut
kontakti, jalgliliti voi kdepideme sdrmelliliti toimimist, HF-kaablite, instrumendi isolatsiooni, sa-
muti distaalse otsa puhtust ja kulumist. aktiivne elektrood(id). Enne t66 alustamist kontrollige,
kas monitorid edastavad signaale sujuvalt (nt ilma murata), vajutades kollast nuppu (CUT) ja
sinist nuppu (COAG).

Korgkoérgkaabli valjatdmbamiseks votke alati kinni pistikust. Arge kunagi tdommake HF-kaa-
blit, kuna see voib kahjustada saada. Defektse/hapra isolatsiooniga kaablid voi elektrikaabli
purunemine (juhtme tugeva murdumise vdi muljumise téttu) vbivad pdhjustada kasutajale/pat-
siendile pdletushaavu vdi isegi tulekahju. Aktiivseid HF instrumente ja HF kdepidemeid ei tohi
patsiendile asetada, et valtida kehavigastusi juhusliku HF aktiveerimise korral.

Aktiivsete elektroodide puhastamiseks tuleb reziim “Auto Start” (ainult bipolaarseks
kasutamiseks) deaktiveerida vdi seade generaatori kiljest lahti Ghendada. Otsapiir-
kond vb6ib kohe parast aktiveerimist veel kuum olla, st tekib pdletusoht.

Endogeensed podletused on pdletused, mis on pdhjustatud patsiendi kudede suurest vooluti-
hedusest. Pdhjused vdivad olla jargmised: Patsient puutub kogemata kokku elektrit juhtivate
osadega. Kui HF-kaablid puutuvad otse kokku nahaga, véivad mahtuvuslikud voolud p&hjus-
tada pdletusi.

Eksogeensed poletused on pdletused, mis on pohjustatud stitdatud vedelike voi gaaside
kuumusest. Voimalikud on ka plahvatused. P6hjusteks voivad olla: nahapuhastus- ja desinfit-
seerimisvahendite pdletikud, anesteetiliste gaaside pdletik jne.

Kérgsagedusvool voib siidamestimulaatoreid kahjustada. Enne protseduuri konsul-
% teerige kardioloogiga. Arge kunagi tehke ambulatoorseid protseduure kérgsagedus-
vooluga patsientidel, kellel on sidamestimulaator.
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7

Ohutusjuhised

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Ohutusjuhised

Meditsiiniseadmed tarnitakse mittesteriilselt ning need tuleb enne esmakordset kasu-
tamist puhastada, desinfitseerida ja steriliseerida.

Enne iga kasutamist tuleb instrumenti visuaalselt kontrollida kahjustuste ja saastumi-
se suhtes!

Enne iga kasutamist kontrollige elektroodide isolatsiooni ja volli pikendust kahjustuste
suhtes.

Arge kasutage defektseid tooteid!

Mitte kasutada tule- voi plahvatusohtlike ainete laheduses!

Arge kunagi asetage seda patsiendile ega tema vahetusse Iahedusse!

HEBUmedical hoiatab sénaselgelt toote pikendamise eest. Igasugune pikendamine
toob kaasa HEBUmedical GmbH vastutuse valistamise.

Kaitske neid tooteid mehaaniliste kahjustuste eest! Ara viska! Arge kasutage jdudu.

Véltige toote ja selle komponentide mehaanilist tGlepinget valjaspool disainilahendust;
see voib pohjustada kahjustusi ja funktsiooni kadu!

Defektseid HF-kaableid voi kdepidemeid ei tohi Gldjuhul parandada. Need tuleb asen-
dada uutega.

d 4 =4 Wi N> N N NN

Elektrilise kandevéime kohta jargige tootja juhiseid!
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Patsiendi kaitse maandatud metallelementidega (operatsioonilaud, IV post jne) kok-
kupuute eest pealekandmise ajal.

Tooteid ei tohi puhastada ultraheli-vannis.

Ara steriliseeri toodet kuumadhu sterilisaatoris.

Kui tooteid kasutatakse transmissiivse spongioosse entsefalopaatia voi HIV-nakkuse-
ga patsientidel, ei vota me vastutust korduvkasutamise eest.

Kdéikidest seadmega seotud tdsistest vahejuhtumitest tuleb teatada tootjale ja selle li-
ikmesriigi padevale asutusele, kus kasutaja ja/voi patsient asub.

s 1 N M e

10 Ettevalmistamine

Ettevalmistava ravi eest vastutav isik vastutab selle eest, et ravi on vajalik, kasutades ravimis-
rajatis asjakohaseid seadmeid, materjale ja personali ning saavutab seega soovitud tulemuse.

See nduab kasutatud protsessi valideerimist ja rutiinset jalgimist. Kutsume teid lles arvestama
instrumentide ettevalmistamisega seotud riiklike eeskirjadega.

Valideeritud parameetrid viitavad korduvkasutatavatele kirurgilistele instrumentidele. Validee-
ritud parameetreid tuleks jalgida teiste kirjeldatud toodete puhul, valja arvatud juhul, kui erine-
vat protseduuri on selgesdnaliselt kirjeldatud.

10.1 Teave instrumentide ettevalmistamise kohta

Kasutage puhastus- ja/voi desinfitseerimisvahendeid, mille pH vaartus on 9-10.
Vaadake tootja juhiseid annuse, kokkupuuteaja ja lahenduste uuendamise kohta.

Kasutage sobivaid harju, mis ei eemalda materjali, st mitte kdvasid harju (nt metall-
harjad ja metallist kdsnad) ega jamedaid abrasiivseid puhastusvahendeid.

Arge kunagi jatke instrumente puhastus- voi desinfitseerimisvahenditele kauem kui
maaratud ajast.

Loputage ja kuivatage ettevaatlikult kanalite ja torude kaudu.

Tundlikud instrumendid tuleb puhastada ladustamis- voi klambris.

Jalgige tootja juhiseid puhastamise ja steriliseerimise seadmete jaoks.

10.1.1 Vee kvaliteet

Puhastamiseks, neutraliseerimiseks ja loputamiseks soovitame demineraliseeritud vett kasu-
tada vastavalt "juhistele DGKH, DGSV, AKI, automatiseeritud puhastus- ja termiliste desinfit-
seerimisprotsesside valideerimiseks ja rutiinseks jalgimiseks meditsiiniseadmete jaoks ja
seadmete pohimétetel" (Suunis viitab DIN EN ISO 15883-1 punktile 6.4.2).
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Vastavalt suunistele soovitatakse jargmisi vaartusi:

Juhtivus: <15 ps/cm (erinevalt DIN EN 285 tabelist).
pH vaartus: 5-7

Kogukaredus: <0,02 mmol CaOl/I

Soolasisaldus: < 10 mg/I

Fosfaat (kui P,O5): 0,5 mg/I

Silikaat (kui SiO5): =1 mg/|

Kloriid: <2 mg/I

10.2 Ettevalmistamine kasutuskohas

Kohe parast kasutamist eemaldage instrumentidelt sobiva harjaga (vt peatukk Kapitel 10.1)
jame mustus ja loputage téodtavad kaniillid. Arge kasutage fikseerimisagenti ega kuuma vett
(> 40 ° C), kuna see tulemuseks on jaakide fikseerimine ja see voib méjutada alamriihma pu-
hastusoperatsiooni edukust

Lammutage ja/vdi avatud instrumendid nii palju kui véimalik. Luhikese aja jooksul parast kasu-
tamist puhastavad instrumendid jaakide kuivamise vahendamiseks.

See voimaldab hdlpsamini puhastada. Kui instrumendid puutuvad kokku korrodeerivate ravi-
mite voi puhastusvahenditega, peske 16putd6 veega kohe parast kasutamist.

Pikemad kuivatamisajad, nt. Kuiva kdrvaldamise korral ei kinnitata ja neid ei soovitata.

Y Kuivamisaeg valideerimise ajal oli 1 tund.

10.3 Kasitsi puhastamine

Kuna mehaanilisi protsesse saab standardiseerida, reprodutseerida ja seetottu vali-
deerida, tuleks kasitsi protsessidele eelistada mehaanilist puhastamist/desinfitseeri-

& mist. Kasitsi puhastus- ja desinfitseerimisprotsessi ei kinnitata ja Idppkasutaja seda
lisaks kinnitada.

10.4 Mehaaniline puhastamine

Rahvusvaheliste standardite (EN ISO 15883) ja riiklike juhiste tottu peaksid ainult valideeritud
mehaanilised puhastus- ja desinfitseerimisprotseduurid. Automatiseeritud puhastamiseks soo-
vitame kirurgiliste instrumentide standardprogrammi, nt. Miele instrumendid.

Jalgige jargmist laadimisega:

[ Asetage lahtivoetud voi avatud instrumendid kindlalt karusse.

[ Aukude ja slivenditega instrumendid tuleb asetada avatud kiiljega allapoole, et neid
saaks puhastada ja et neisse ei saaks koguneda puhastusvett.
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B Voimaluse korral kasutage kooskélastatud loputusvahendit.

Asetage instrumendid vuukidega avatud asendisse puhastussse, ja desinfitseerimis-
masina.

Kui loputusseade, nt Luer-Lock Ghendus, on saadaval, tuleks seda kasutada joonisel
naidatud viisil.
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B Arge koormage salve, valtige kattumiste loomist.

Asetage instrumendid vuukidega avatud asendisse puhastussse, ja desinfitseerimismasina
Eelpesule jargneb kuivpuhastus.
Keemiline puhastus tuleks teostada 40°C kuni 60°C juures vahemalt 5 minuti jooksul.

Soovitame kasutada puhastusvahendeid, mille pH-vaartus jaab vahemikku 9-10, nt Dr Wei-
gert Neodisher MediClean forte. Puhastusvahendi valik séltub instrumentide materjalist ja
omadustest ning riiklikest eeskirjadest.

Kui vees on suurenenud kloriidide kontsentratsioon, vdivad instrumentidel tekkida punktsiooni-
ja pingekorrosioonipragud.

Sellise korrosiooni tekkimist saab vdhendada leeliseliste puhastusvahendite ja demineralisee-
ritud vee kasutamisega.

Happelisel pdhineva neutraliseerimisvahendi lisamine holbustab leeliseliste pesuainejaakide
loputamist esimese vahepealse loputuse ajal.

Selleks, et valtida ladestumise teket, on soovitatav kasutada neutraalseid puhastusvahendeid,
kui vee kvaliteet on ebasoodne.

Termiline desinfitseerimine toimub parast teist vahepealset loputust.

Termiline desinfitseerimine tuleks teostada demineraliseeritud veega, mis vastab mikrobioloo-
gilisele joogivee kvaliteedile (< 100 CFU/ml joogivett), temperatuuril 80-95 °C ja kokkupuu-
teajaga vastavalt standardile EN ISO 15883.

Pesuvahendid tuleb programmi I6pus masinast eemaldada, kuna nende masinasse jadmine
voib pdhjustada korrosiooni.
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Y Ettevalmistuse valideerimiseks kasutatud parameetrid

Eelnev loputus 1 minut kilma kraaniveega

Temperatuur: 55 °C

Puhastamine Leotusaeg: 5 minutit (halvim juhtum)

Neodesher Mediclean Forte 0,4% (halvim juhtum)

Temperatuur: kilm demineraliseeritud vesi

Neutraliseerimine Leotusaeg: 2 minutit

Neodisher z 0,1%

Jéarelpunker 2 minutit kiilma demineraliseeritud veega

Temperatuur: 90 °C (Ag 3000)

Desinfektsioon

Leotusaeg: 5 minutit

10.5 Kuivatamine

Veenduge piisav kuivatamine puhastus- ja desinfitseerimisseadme abil véi kasutades muid so-
bivaid meetmeid.

v Kuivatamine jaeti valideerimisel valja (halvim juhtumi tingimus).

11 Hooldus, kontroll

Parast tubade temperatuuri jahutamist tuleb instrumente valkude jaakide ja muude saastumise
osas visuaalselt kontrollida. Pilgad, tokked, lukud, torud ja muud on, millele on keeruline juurde
paaseda, tuleb pdhjalikult kontrollida. Jaakivabad instrumendid peavad korduvalt Iabima kogu
Umbertootlemise protsessi.

Kirurgiliste instrumentide kasutamise tagamiseks parast imbertd6tlemist on vaja funktsionaal-
set testi labi viia parast visuaalse kontrolli ja hooldusmeetmete puhastamist, desinfitseerimist
ja kuivamist. Viige 1abi punkti 11.1 kirjeldatud funktsionaalsed testid.

Instrumendid, mis on maardunud, timpsunud, paindunud, ei ole enam tddkorras, on muul viisil
kahjustatud voi mille margistus ei ole enam aratuntav (nt margistus, UDI-kood ei ole enam loe-
tav), tuleb ara visata!

Vigade instrumentide tuvastamiseks, mis tuleb valja sorteerida, soovitame t66riihma "instru-
mentide ettevalmistamisel" brosuuri "instrumendi Gmbertdotlemist”. See sisaldas 8. peatukki
"Kontrollid ja hooldus" ja 12. peatukk "Pinnamuutused: ladestused, varvimuutused, korro-
sioon, vananemine, tursed ja stressipraod".
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11.1 Funktsiooni test

Asja ostetud tootele tuleb parast selle kohaletoimetamist ja enne iga kasutamist allutada pdhja-
liku visuaalse ja funktsiooni kontrollimise.

Tooteid tuleb kontrollida eeskirjade eiramise osas.Pdéramine pragudele, luumurdudele ja kor-
rosiooni esinemisele.

Kui seal on liigeseid, tuleks instrumendid enne funktsionaalset testi dlitada hooldustoote-
ga.Soovitame parafiinidlil pdhinevat meditsiinilist valget &li.

Kontrollige liigestega instrumente liikumise hdélbustamiseks.

Margistuse loetavust tuleb samuti kontrollida.

Viige labi funktsiooni kontroll vastavalt instrumendi kavandatud rakendusele.

Serratsio~oni ja ldualuuga instrumentide olulised testid on muu hulgas:
B Oige avamine ja sulgemine (sujuv liikumine, taielik)
B puutumatu haigus (painutatud, katki)
B 6uad peavad korralikult sulgema
B Louad ei viska (le (risthammustus)

Defektseid tooteid ei tohi kasutada ja enne naasmist peavad need uuesti Iabima taieliku eelar-
ves.

12 Steriliseerimine

Enne steriliseerimist tuleb tooted puhastada ja desinfitseerida, loputada ilma jaakideta, kasu-
tades demineraliseeritud vett ja kuivama alamvaartuslikult. HEBUmedical soovitab kasutada

valideeritud auru steriliseerimisprotsessi (nt steriliseerija vastavalt EN 285-le ja valideeritud
vastavalt DIN EN ISO 17665-1).

Fraktsioneeritud vaakummeetodi kasutamisel tuleb steriliseerimine |abi viia vahemalt 134°C

-ga (USA 132°C) minimaalse eluperioodiga 3 minutit. Vaakumi kuivatamine tuleb labi viia
vahemalt 20 minutit.

Y Auru steriliseerimise valideerimiseks kasutatud parameetrid
Prevakuum 3 korda

Steriliseerimise temperatuur 132 °C

Steriliseerimise aeg 1,5 minutit (poole tsukli meetod)
Kuivamisaeg 20 minutit

Aur peab olema koostisosadeta, soovitatavad sd66davee ja aurukondensaadi piiravad vaartu-
sed on kindlaks tehtud 285.

Muud steriliseerimisprotsessid on Ghilduvad, kuid ei vali valideerimist hebumediliselt.
Laadimisel jalgige soovitatud kogukaalu.
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Parast steriliseerimist kontrollige kahjustuste osas steriilset tootepakendit ja kontrollige sterili-
seerimisnaitajaid.

12.1 Pakend

Nouetele vastav toodete pakendamine steriliseerimiseks vastavalt ISO 11607 -le. Kasutatud
pakendid peavad olema instrumentide jaoks sobivad ja kaitsma neid sailitamise ajal mikrobio-
loogilise saastumise eest.Pitser ei tohi olla pinge all. HEBUmedical soovitab steriliseeritud pa-
kendi jaoks konteinerit vdi haigla Ghist steriliseerimispaberit/kilepakendit.

Valideerimise ajal pakiti instrumendid haiglasse favalisiesse steriliseerimispakkidesse
Y (paberi-/kilepakendid) ja steriliseeriti auruga.

13 Eluaeg

Auru steriliseerimisprotseduur valideeriti laboratoorsete testidega.Produktid olid steriilsed vali-
deeriti vahemalt 5-minutilise kestusega vaenlasel ja temperatuuril 134°C elu jooksul 50 tsukli
jooksul.

Kui 7. peatiki testide kirjeldused on edukalt I6pule viidud, saate jatkata instrumentide kasuta-
mist selle tsUkli vaartuse Ule.

14 Ladustamine

Hoidke tooteid kuiva, puhta ja tolmuvabas keskkonnas kaasaegses parasvootmes vahemikus
5°C kuni 40°C.
Kaitske paikesekiirte ja kunstliku valguse mdju eest.

X&)

15 Garantii / remont

Meie tooted on toodetud kdrgekvaliteedilistest materjalidest ja neid kontrollitakse hoolikalt
enne valjasaatmist.Isegi kui neid kasutatakse vastavalt nende kavandatud eesmargile, on nad
soOltuvalt kasutamise intensiivsusest suurem voi vaiksem kuluv.

See kulumine on tehniliselt pdhjustatud ja valtimatu.

Kui rike toimub kulumisest séltumatult, votke Ghendust meie klienditeenindustega.Puudulikke
tooteid ei tohiks enam kasutada.

Enne tagastamist peavad nad labima taieliku ettevalmistava raviprotsessi.
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16 Korvaldamine

Enne koérvaldamist peab toode 1abima taieliku Umbertddtlemise ja steriliseerimise vastavalt
kaesolevas kasutusjuhendis kirjeldatud menetlusele.

Nakkusoht saastunud toodetest!
A I Toote, selle komponentide ja nende pakendite kdrvaldamisel tuleb jargida
riiklikke eeskirju.

Vigastuse oht teravate servadega ja/voi teravate teradega toodete tottu!
A Il Toote korvaldamisel tuleb tagada, et pakend ei vdimaldaks tootest tulene-
vaid vigastusi.

17 Teenuse ja tootja aadress

Kui pabervormis kasutamiseks on vaja kasutada, kasutage allpool loetletud kontaktandmeid.
Paberivormis kasutatavad juhised tehakse teile kattesaadavaks seitsme kalendripdeva jooksul
parast paringu saamist.

Teise voimalusena saab kasutada ka elektroonilisi juhiseid.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Saksamaa
Tel.: +4974619471-0

E-post: service@HEBUmedical.de
c € 0123 Veeb: www.HEBUmedical.de
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1 Symbolien selitykset

Symboli Maaritelma
c € 0123 CE-merkints
A Vaara
Y Vahvistetut parametrit
v |I Valmistaja
LOT Eran nimi
REF Viitenumero
&on]y Laaketieteellinen laite /
FDA:n reseptilaite
MD Laaketieteellinen laite
) Ei steriili
STERILE
"‘-..].0" e . e . .
/\"*\u Sailytettava poissa auringonvalolta

Varastoi kuivassa

J’ Lampdtila

EB] [1i] (Elektroniset) kayttdohjeet

Hinweis auf olFU
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Ei toimenpiteita potilaille, joilla on sydamentah-
4 distin

2 Johdanto

Ostaessasi tdman laitteen saat korkealaatuisen tuotteen, jonka asianmukainen kasittely ja ka-
yttd on kuvattu alla.

Potilaille, kayttajille ja kolmansille osapuolille aiheutuvien riskien ja tarpeettoman stressin mini-
moimiseksi lue kayttéohjeet huolellisesti ja sailyta ne turvallisessa paikassa.

Tuotteemme on tarkoitettu yksinomaan ammattikayttdoon asianmukaisesti koulutetun ja pate-
van ammattitaitoisen henkildston toimesta, ja ne saavat ostaa vain tallaiset henkilot.

3  Kayttotarkoitus

3.1  Tarkoitettu kaytto

Monopolaarinen tai bipolaarinen tuote, jota kaytetdan verisuonten tai kudoskimpujen hyytymi-
seen hemostaasin hoidossa. Sita ei ole tarkoitettu kaytettavaksi suoraan sydamen, keskusver-
enkierron tai keskushermoston kanssa. Se on uudelleenkaytettava tuote.

3.2 Kayttoalue

Tuotetta kaytetaan HF-kirurgiassa. Sita saa kayttaa vain koulutettu ja pateva asiantuntijahen-
kilosto.

3.3 Vasta-aiheet

HF-bipolaarisia pihdit ei saa kayttada keskushermostoon tai verenkiertoelimistodn liittyvissa toi-
menpiteissa. Munasolujen ligatointi ei ole turvallinen sovellus.

3.4 Potilaskohderyhma

Tuotteet soveltuvat kaikille potilasryhmille

3.5  Suurin sahkoinen kuormituskyky

Suurin sahkoinen kuormituskyky on 0,3 kVp.
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4 Kaytto

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Toimintatestaus steriililla leikkausalueella

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operaatio

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Kokoaminen ja purkaminen

5.1 Teran purkaminen

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

VAARA!

& Al koskaan poista terié sormillasi - loukkaantumisvaara!
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5.2 Puhdistus

3. Clean upper and lower parts of
blade duct

5.3 Teran kokoonpano

4. Insert new blade until it is caught in. Only
then remove protective cap.
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Tuotteita saa kayttda vain yhdessd HEBU-lisavarusteiden kanssa ja vain kliinisesti koulutettu
asiantuntijahenkildstd. Elektrodeja ei saa taivuttaa, koska se voi vahingoittaa materiaalia ja joh-
taa elektrodin katkeamiseen. HF-laitteen |1&htéteho voidaan asettaa vain toimenpiteen kannalta
valttamattdmaan arvoon. Jos tavallista koagulaatiokykya ei saavuteta HF-laitteen vakioasetuk-
sista huolimatta, dla koskaan lisaa laitteen lahtotehoa tarkistamatta ensin. Seuraavat on tar-
kastettava yksityiskohtaisesti: kaikkien HF-liittimien ja -kaapeleiden taydellinen kosketus,
jalkakytkimen tai kahvassa olevan sormikytkimen toiminta, HF-kaapeleiden eristys, instru-
mentti seka distaalipdan puhtaus ja kuluminen. aktiiviset elektrodit. Tarkista ennen toiminnan
aloittamista, etta naytot 1ahettavat signaalit sujuvasti (esim. ilman kohinaa) painamalla keltaista
painiketta (CUT) ja sinista painiketta (COAG).

Vedéaksesi HF-kaapelin ulos, tartu aina pistokkeeseen. Al4 koskaan vedi HF -kaapelista, kos-
ka se voi aiheuttaa vaurioita. Kaapelit, joissa on viallinen/hauras eristys tai katkennut sahko-
kaapeli (johtuen kaapelin vakavasta taipumisesta tai puristumisesta), voivat aiheuttaa
palovammoja kayttajalle/potilaalle tai jopa tulipalon. Aktiivisia HF-instrumentteja ja HF-kahvoja
ei saa asettaa potilaan paalle henkildvahinkojen valttdmiseksi, jos HF aktivoituu vahingossa.

Aktiivisten elektrodien puhdistamiseksi Auto Start -tila (vain bipolaarisessa kayt6ssa)
on poistettava kaytosta tai laite on irrotettava generaattorista. Karjen alue voi viela olla
kuuma heti aktivoinnin jalkeen, eli on olemassa palovamman vaara.

Endogeeniset palovammat ovat palovammoja, jotka aiheutuvat potilaan kudoksen suuresta
virrantiheydesta. Syita voivat olla: Potilas joutuu vahingossa kosketuksiin sahkda johtavien
osien kanssa. Jos HF-kaapelit joutuvat suoraan kosketukseen ihon kanssa, kapasitiiviset virrat
voivat aiheuttaa palovammoja.

Eksogeeniset palovammat ovat syttyneiden nesteiden tai kaasujen [Ammon aiheuttamia pa-
lovammoja. Myos rajahdykset ovat mahdollisia. Syita voivat olla: ihonpuhdistus- ja desinfioin-
tiaineiden tulehdus, anestesiakaasujen tulehdus jne.

HF-virta voi vaurioittaa sydamentahdistimia. Ota yhteytta kardiologiin ennen toimen-
¥ pidetta. Ala koskaan suorita avohoitotoimenpiteitéd HF-virralla potilaille, joilla on syda-
mentahdistin.
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7

Turvallisuusohjeet

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!

172



Vaskulaarinen tiivistyslaite biseal® leikkaustoiminnolla DE'

8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades
Manual Instruction

9 Turvallisuusohjeet

Laaketieteelliset laitteet toimitetaan ei-steriileina ja ne on puhdistettava, desinfioitava
ja steriloitava ennen ensimmaista kayttoa.

Ennen jokaista kayttoa instrumentti on tarkastettava silmamaaraisesti vaurioiden ja li-
kaantumisen varalta!

Tarkista elektrodien eristys ja akselin jatke vaurioiden varalta ennen jokaista kayttoa.

Ala kayta viallisia tuotteital

Ala kayta syttyvien tai rajahtavien aineiden laheisyydessal

Al koskaan aseta sité potilaan paalle tai hanen valittémaan laheisyyteen!

HEBUmedical varoittaa nimenomaisesti tuotteen pidentamisesta. Kaikki pidennykset
johtavat HEBUmedical GmbH:n vastuun poissulkemiseen.

Suojaa ndma tuotteet kaikilta mekaanisilta vaurioilta! Ala heita! Ala kayta voimaa.

Valta tuotteen ja sen osien mekaanista ylikuormitusta suunnittelusuunnitelman ulko-
puolella; tdma voi johtaa vaurioihin ja toiminnan menettamiseen!

Viallisia HF-kaapeleita tai kahvoja ei yleensa saa korjata. Ne on vaihdettava uusiin.

d 4 =4 Wi N> N N NN

Noudata valmistajan sahkokuormituskykya koskevia ohjeital
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Potilaan suojaaminen maadoitettujen metallielementtien (leikkauspodyta, suonensisai-
nen tanko jne.) kosketukselta levityksen aikana.

Tuotteita ei saa puhdistaa ultradanipesussa.

Al3 steriloi tuotetta kuumailmasterilisaattorissa.

Jos tuotteita kaytetaan potilailla, joilla on tarttuva spongiforminen enkefalopatia tai
HIV-infektio, emme ota vastuuta uudelleenkaytosta.

> BB B

Kaikista laitteeseen liittyvista vakavista vaaratilanteista on ilmoitettava valmistajalle ja
sen jasenvaltion toimivaltaiselle viranomaiselle, johon kayttaja ja/tai potilas on sijoit-
tautunut.

10

Valmistautuminen

Valmistushoidosta vastaava henkild on vastuussa siita, etta kasittely on huolehdittu asianmu-
kaisesti kayttamalla asiaankuuluvia laitteita, materiaaleja ja henkilost6a hoitolaitoksessa ja
saavuttaa siten halutun tuloksen. Tama edellyttda kaytetyn prosessin validointia ja rutiinino-
maista seurantaa. Kehotamme teitd ottamaan huomioon valineiden valmistelua kasittelevat
kansalliset maaraykset.

Validoidut parametrit viittaavat uudelleen kaytettaviin kirurgisiin instrumenteihin. Validoidut pa-
rametrit tulisi havaita muille descredbed -tuotteille, ellei nimenomaisesti kuvata erilainen me-

nettely.

10.1
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Tietoja instrumentin valmistelusta

Kayta puhdistus- ja/tai desinfiointiaineita, joiden pH-arvo on 9-10.
Tarkkaile valmistajan ohjeita annoksesta, altistumisajasta ja ratkaisujen uusimisesta.

Kayta sopivia harjoja, jotka eivat irrota materiaalia, eli ei kovia harjoja (kuten metallih-
arjoja ja metallisienid) tai karkeasti hiovia puhdistusaineita.

Al koskaan jata instrumentteja puhdistus- tai desinfiointiaineisiin pidempaéan kuin
maaritetty aika.

Huuhtele ja kuivaa varovasti kanavien ja putkien lapi.
Arkaluontoiset instrumentit on puhdistettava sailytys- tai kiinnityslaitteessa.

Tarkkaile valmistajan ohjeita puhdistus- ja sterilointilaitteista.
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10.1.1 Veden laatu

Puhdistusta, neutralointia ja huuhtelua varten suosittelemme demineralisoidun veden kaytt6a
"ohjeen DGKH: n, DGSV: n, AKI: n mukaisesti automatisoitujen puhdistus- ja Iampd desinfio-
intiprosessien validointiin ja rutiininomaiseen seurantaan Iaakinnallisten laitteiden ja laitteiden
periaatteiden suhteen" (Ohjeet viittaavat DIN EN ISO 15883-1 -pisteeseen 6.4.2).

Ohjeen mukaan suositellaan seuraavia arvoja:

Johtavuus: <15 ps/cm (DIN EN 285:n taulukosta poiketen).
pH-arvo: 5-7

Kokonaiskovuus: 0,02 mmol CaO/I.

Suolapitoisuus: <10 mg/I

Fosfaatti (P,O5:né): <0,5 mg/l.

Silikaatti (SiO5:na): <1 mgl/l

Kloridi: <2 mg/I

10.2 Valmistelu kayttopaikassa

Valittdémasti kaytdn jalkeen poistetaan karkea lika instrumenteista sopivalla harjalla (ks. luku
Kapitel 10.1) ja huuhtele toimivat kanyylit. Al& kayta kiinnitysainetta tai kuumaa vetta (> 40 °C),
koska se johtaa jdanndéksiin kiinteaksi ja voivat vaikuttaa sub -keksien puhdistusoperaation on-
nistumiseen.

Purkaa ja/tai avoimet instrumentit niin pitkalle kuin mahdollista. Lyhyen ajan kuluessa instru-
mentit puhdistavat ohjeet tdhteiden kuivaamisen vahentamiseksi.

Tama mahdollistaa puhdistuksen helpomman. Jos instrumentit joutuvat kosketuksiin syovytta-
vien ladkkeiden tai puhdistusaineiden kanssa, pese tutkielma vedella heti kayton jalkeen.
Pidemmat kuivausajat, esim. Kuivaa havittdmista varten ei ole validoitu eika sita suositella.

v Kuivausaika validoinnin aikana oli 1 tunti.

10.3 Manuaalinen puhdistus

Koska mekaaniset prosessit voidaan standardisoida, toistaa ja siten validoitua, me-
kaaninen puhdistus/desinfiointi tulisi olla edullisempi kuin manuaaliset prosessit. Ma-

A nuaalinen puhdistus- ja desinfiointiprosessi ei ole validoitu, ja loppukayttdja on sen
lisdksi vahvistettu.

10.4 Mekaaninen puhdistus

Kansainvalisten standardien (EN ISO 15883) ja kansallisten ohjeiden vuoksi vain validoitujen
mekaanisten puhdistus- ja desinfiointitoimenpiteiden tulisi. Automaattista puhdistusta varten
suosittelemme standardiohjelmaa kirurgisille instrumenteille, esim. Instrumentit Miele.
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Tarkkaile seuraavaa lataamalla:

B Aseta puretut tai avatut instrumentit turvallisesti tarjotin.

Instrumentit, joissa on aukkoja ja syvennyksia, on asetettava avoimella puolella alas-
pain alaspain, jotta ne voidaan puhdistaa eika puhdistusprosessin vetta kerata niihin.

Kayta koordinoitua huuhtelulaitetta, jos se on saatavana.

0 I-p%{t
Seastag

B Aseta instrumentit, joissa on liitokset, avoimeen asentoon puhdistukseen ja desinfio-
intikoneeseen.

B Jos huuhtelulaite, esim. Luer-Lock-liitanta, on kaytettavissa, sita tulee kayttaa kuvan
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mukaisesti.

Esihuuhtelun jélkeen seuraa kemiallinen pesu.
Kemiallinen puhdistus on suoritettava 40-60 °C:n [dmpdtilassa vahintdan 5 minuutin ajan.

Suosittelemme kaytettavaksi puhdistusaineita, joiden pH-arvo on 9-10, esim. Dr Weigert Neo-
disher MediClean forte. Puhdistusaineen valinta riippuu instrumenttien materiaalista ja ominai-
suuksista seka kansallisista maarayksista.

Jos veden kloridipitoisuus kasvaa, instrumentteihin voi syntya pistesydpymia ja jannityskorroo-
siohalkeamia.

Tallaisen korroosion esiintyminen voidaan minimoida kayttamalla emaksisia puhdistusaineita

ja demineralisoitua vetta.

Happopohjaisen neutralointiaineen lisddminen helpottaa emaksisten pesuainejddmien huuhte-
lua ensimmaisen valihuuhtelun aikana.

Jos veden laatu on epasuotuisa, suositellaan neutraalien pesuaineiden kayttéa kerrostumien

muodostumisen estamiseksi.
Terminen desinfiointi tapahtuu toisen valihuuhtelun jalkeen.
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Lampdodesinfiointi olisi suoritettava demineralisoidulla vedella, joka vastaa mikrobiologista juo-
mavesilaatua (< 100 CFU/ml juomavettd), 80-95 °C:ssa ja EN ISO 15883 -standardin mukai-
sella altistusajalla.
Pesuastiat on poistettava koneesta ohjelman paatyttya, silla niiden jadminen koneeseen voi ai-
heuttaa korroosiota.

Y Valmistelun validointiin kdytetyt parametrit

Esihuuhtelu 1 minuutti kylmalla vesijohtovedella

Lampdtila: 55 °C

Puhdistus Liotusaika: 5 minuuttia (pahin tapaus)

Neodisher Mediclean Forte 0,4% (pahin tapaus)

Lampdtila: Kylma vesi

Neutralointi Liotusaika: 2 minuuttia

Néodisher Z 0,1%

Huuhtelu 2 minuuttia kylmalla vedella

Lampdtila: 90 °C (Ag 3000)

Desinfiointi

Liotusaika: 5 minuuttia

10.5 Kuivuminen

Varmista puhdistus- ja desinfiointilaitteen riittdva kuivaus tai kdyttdmalla muita sopivia toimen-
piteita.

v Kuivaus jatettiin pois validoinnissa (pahin tapausolosuhteet).

11  Yllapito, tarkastus

Huoneen Iampdtilojen jaadhdytyksen jalkeen instrumentit on tarkistettava visuaalisesti proteiini-
tahteille ja muulle saastumiselle. Rakot, esteet, lukot, putket ja muut ovat vaikeasti paasya on
tarkistettava perusteellisesti. Soittimet, jotka eivat ole jaannoksia, on toistuvasti altistettava
koko uudelleenkasittelyprosessille.

Jotta varmistetaan, ettd kirurgisia instrumentteja voidaan kayttda niiden tarkoitukseen uudel-
leenkasittelyn jalkeen, on tarpeen suorittaa toiminnallinen testi puhdistuksen, desinfioinnin ja
kuivatarkastus- ja hoitotoimenpiteiden kuivumisen jalkeen. Suorita kohdassa 11.1 descredbed
-funktionaaliset testit.

Instrumentit, jotka ovat varjaytyneita, tylppia, taipuneita, eivat enaa toimi, ovat muuten vahin-
goittuneet tai joiden merkinta ei ole enaa tunnistettavissa (esim. merkinta, UDI-koodi ei ole
enaa luettavissa), on havitettava!
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Jotta voimme tunnistaa vialliset instrumentit, jotka on selvitettava, suosittelemme esitteen "ins-
trumentin uudelleenkasittely@" tydryhman "instrumenttien valmistelusta". Tahan sisaltyy luku 8
"tarkistukset ja hoito" ja luku 12 "pintamuutokset: talletukset, varimuutokset, korroosio, ikédan-
tyminen, turvotus ja stressihalkeamat".

11.1 Toimintatesti

Askettain ostettu tuote on altistettava perusteelliselle visuaaliselle ja toiminnalle sen toimituk-
sen jalkeen ja ennen kutakin kayttoa.

Tuotteet on tarkistettava vaarinkaytoksista. Kiinnittdmalld huomiota halkeamiin, murtumiin ja
korroosion esiintymiseen.

Jos nivelia on, instrumentit on dljyttava hoitotuotteella ennen toiminnallista testia. Suosittelem-
me parafiiniéljyyn perustuvaa laaketieteellista 6ljya.

Tarkista liitossoittimet liikkumisen helpottamiseksi.

Merkintojen luettavuus on myds tarkistettava.

Suorita toiminnon tarkistaminen instrumentin tarkoitetun kayton mukaisesti.

Valttamattdmat testit serraation ja leuan instrumentteille ovat muun muassa:
[ Oikea avaaminen ja sulkeminen (silea liike, tdydellinen)
[ ehja hammas (taivutettu, katkennut)
[ Leukojen on suljettava kunnolla
B Eileuan heittamista (ristipurenta)

Viallisia tuotteita ei saa kayttaa, ja sen on taytynyt suorittaa uudelleen taydellinen etusivusto-
prosessi ennen palauttamista.
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12 Sterilointi
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Ennen sterilointia tuotteiden on suoritettava puhdistus ja desinfiointi, huuhdellaan ilman jaan-
noksia kayttamalla demineralisoitua vetta ja kuivattua alakohtaisesti. HEBUmedical suosittelee
validoidun hdyryn sterilointiprosessin kayttdéa (esim. Sterilointiainetta EN 285: n mukaisesti ja
validoitu DIN EN ISO 17665-1: n mukaisesti.

Fraktioidun tyhjiomenetelman avulla sterilointi on suoritettava vahintdan 134°C: lla (USA
132°C), joiden vahimmaismaara on 3 minuuttia. Tyhjiokuivaus on kuljetettava suoritettuna
vahintdan 20 minuutin ajan

Y Parametrit, joita kdytetdan hoyryn steriloinnin validointiin

Prevacuum 3 kertaa

Sterilointilampotila 132 °C

Sterilointiaika 1,5 minuuttia (puolisyklimenetelma)
Kuivumisaika 20 minuuttia

Hoyrylla on oltava ainesosat, suositellut syottdveden ja hdyryladensaatin rajoittavat arvot on
maaritetty tekemaan 285.

Muut sterilointiprosessit ovat yhteensopivia, mutta eivat validatetit Hebumicalista.

Kun lastataan, tarkkaile suositeltua kokonaispainoa.

Steriloinnin jalkeen tarkista steriili tuotepakkaus vaurioiden varalta ja tarkista sterilointiindikaat-
torit.

12.1 Pakkaus

Tuotteiden yhteensopiva pakkaus sterilointia varten ISO 11607: n mukaisesti. Kaytettyjen pak-
kausten on oltava soveltuvia instrumentteihin ja suojattava niitd mikrobiologiselta saastumisel-
ta varastoinnin aikana.Tiiviste ei saa olla jannityksen alla.Hebumedical suosittelee sailidn tai
sairaalan yleista sterilointipaperia/kalvopakkauksia steriloituun pakkaukseen.

Validoinnin aikana instrumentit pakattiin sairaalan yhteisiin sterilointipakkauksiin (pape-
Y ri/lkalvopakkaukset) ja steriloitiin hoyry.

13 Elinika

Hoyryn sterilointimenettely validoitiin laboratoriotesteilla. Tuotteet validoitiin steriiliksi vahintaan
5 minuutin keston edeltavallad vakuhalla ja lampdétilassa 134°C elinaikanaan 50 syklia.

Voit jatkaa instrumenttien kayttda omalla vastuullasi tdman syklin arvon suhteen, jos luvun 7
testikuvia on saatu paatokseen.
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14 Sailytys

Sailyta tuotteita kuivassa, puhtaassa ja pdlytonta ymparistdssa modernissa lauhteessa 5°C -
40°C.
PSuojaa auringonsateiden ja keinotekoisen valon vaikutuksilta.

)
"‘-.\I,-’ 4 ‘4“

ZN

15 Takuu / korjaus

Tuotteemme valmistetaan korkealaatuisista materiaaleista ja tarkistetaan huolellisesti ennen
lahettamista.Vaikka niitd kaytetdan oikein niiden tarkoituksenmukaisen tarkoituksen mukaises-
ti, niihin kohdistuu suurempi tai v@hemman kulumisaste niiden kaytén voimakkuudesta riippu-
en.

Tama kuluminen on teknisesti indusoitu ja vaistamaton.

Jos viat tapahtuvat kulumisesta riippumatta, ota yhteytta asiakaspalveluihimme.Viallisia tuot-
teita ei tule enaa kayttaa.

Niiden on suoritettava taydellinen valmistelukasittelyprosessi ennen palauttamista.

16 Jatehuolto

Ennen havittamista tuotteelle on suoritettava tdydellinen uudelleenkasittely- ja sterilointipro-
sessi tassa kayttdohjeessa kuvatun menettelyn mukaisesti.

Kontaminoituneiden tuotteiden aiheuttama infektioriski!

A | Tuotetta, sen osia ja pakkauksia havitettdessa on noudatettava kansallisia
maarayksia.
Teravareunaisista ja/tai teravakarkisista tuotteista aiheutuva loukkaantumisvaara!
A I Tuotetta havitettdessa on varmistettava, ettd pakkaus estaa tuotteen aiheut-

tamat vammat.
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17 Palvelun ja valmistajan osoite

Jos vaaditaan paperilomakkeessa kaytettavat ohjeet, kdyta alla olevia yhteystietoja.Paperi-
muodossa kaytettavat ohjeet annetaan sinulle seitseman kalenteripaivan kuluessa pyynnén
vastaanottamisen jalkeen.

Vaihtoehtoisesti voidaan tulostaa myds elektroniset ohjeet.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Saksa
Puh +49 746194 71 -0

Sahkoposti: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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Kapia TTap€éupaon o€ aoBeveig pe
w BnuaTtodoTeg

2 Eicaywyn

Me Tnv ayopd auTtoU Tou opydvou, AauBAaveTe Eva TTPoidv UWnANG TToIOTNTAG, O CWATOG
XEIPIOPOG KAl N XPACT TOU OTTOIOU TTEPIYPAPETAI TTAPAKATW.

Mpokeiyévou va eAaxIoToTToINBoUV 01 KivOUvOl Kal TO TTEPITTO AyXOG YIa TOUG a0BEVEIG, Toug
XPNOTEG Kal TOUG TPITOUG, BlaBAoTe TTPOCEKTIKG TIG 0dNYieg Xpong Kal QUAGETE TIG 0 AOPAAEG
MEPOG.

Ta TTpoIdVTa Pag TTPOOPICOVTAI ATTOKAEIOTIKA YIa ETTAYYEAUATIKN XProN OUUPWVA UE TOV

TTPOOPIOUO TOUG ATTO KATAAANAQ EKTTAIBEUNEVO KAl £CEIBIKEUPEVO TTPOOWTTIKG KAl UTTOPOUV VO
ayopacToUv PJOVOo aTrd auTo.

3 NMpoBAeTTOEVN XPRON

3.1  ZKomoég Xprong

‘Eva povoTroAiké 1} SITTOAIKO TTpOIdV TTou XpNOoIWoTToIEiTal yia TNV TTAEN ayyeiwy A deopidwv
I0TOU VIO algoéoTaon. Aegv TTpoopideTal yia XpAon o€ APECN ETTAPN WE TNV KOPDIA, TO KEVTPIKO
KUKAO®OPIKO cUCTNUA I TO KEVTPIKO VEUPIKO cuoTnua. Eival éva eTTavaxpnoiyoTToInoiuo
TTPOIOV.

3.2 'Evdeign

To mpoidv xpnolyoTroieital oTn Xelpoupyiki HF. MTropei va xpnoipgotroin®ei uévo atod
EKTTAIOEUHEVO KOl KATAPTIOWEVO EEEIBIKEUNEVO TTPOCWTTIKOG.

3.3  Avrevosigelg

ArrroAikoi o@iykTApeg HF &ev TTpETTEI va XPNOIUOTTOIOUVTAI O€ EQAPHOYEG TTOU OXETICOVTAI UE TO
KEVTPIKO VEUPIKO A TO KUKAOQPOPIKG ouoTnua. H atroAivwon Twy ooATTiyywy dev gival ac@aiig

epappoyn.

3.4 Opada-otéx0og aocBevwyv

Ta mTpoidvTa gival KATAAANAA yIa OAEG TIG OPABEG TBEVWV.

3.5 MéyioTn XwpnTIKOTNTA NAEKTPIKOU QOPTioU

MéEyiotn xwpnTIKOTNTA NAEKTPIKOU popTiou avépxeTal o€ 0,3 kVp.
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4  Xpnon

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1  A&ITOUpYIKOG EAEYXOG OTNV ATTOCTEIPWHMEVH TTEPIOXA
AgiToupyiag

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Emixeipnon

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 ZuvappoAdéynon Kal atroocuvapuoAdynon

5.1 AmoouvapuoAoynon Aemidag

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

KINAYNOX!

A MoTé pnv agaipeite TIG ATTiOEG pe Ta dAXTUAG 0a¢ - Kivduvog TpaupaTicpou!
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5.2 kaBdpiopa

3. Clean upper and lower parts of
blade duct

5.3 XuvappoAdynon Aetridag

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 MNMposidotroInoeig Kivduvou

Ta TpoidvTa EMITPETTETAI VA XPNOIUOTTOIOUVTAl JOVO 0€ ouvduaouo pe ageooudp HEBU kai
MOVO atTO KAIVIKG EKTTAIOEUMEVO £CEIBIKEUUEVO TTPOOWTTIKO. Ta NAEKTPOdIA deV TTPETTEI VO
KAUTITOVTOI KOBWG aUTO UTTOPET va KATAoTPEWEI TO UAIKO Kal va odnynoel o€ Bpaucon Tou
nAekTpodiou. H 10xU¢g €£6dou Tng ouokeung HF ptropei va puBuioTtei ydvo atnv TIWA TTou gival
aTTOAUTWG atrapaitnTn yia Tnv TTapéupacn. Edv n ouvABng amdédoon TTAENG dev ETTITUYXAVETAI
TTapPa TIG TUTTIKEG puBuioelg TNG ouokeung HF, unv aufdvere TToTé TNV 1I0XU €€680U TNG CUCKEUNG
XWpPIc TTpwTa va eAéyEeTe. MpéTrel va eAeyXBoUV AeTTTOUEPWG T akOAouBa: TEAEIQ ETTAPT OAWV
TWV BUOHATWY Kal KaAwdiwv HF, Asitoupyia Tou TT080810KATTTN A TOU BAKTUAIKOU BIAKOTITN OTN
AaBn, pévwon Twv KaAwdiwv HF, Tou opydvou kabwg kal kaBapidétnta kai gBopd Tou
OTTOUOKPUOHEVOU AKPOU Tou evepyod(a) nAekTpodio(a). Mpiv EekivAoeTe Tn AciToupyia, eAEyETe
OTI 01 0BOVEG EKTTEUTTOUV OPOAG cApaTa (TT.X. Xwpic BOpUR0) TTATWVTAG TO KITPIVO KOUMTTI
(CUT) kai o ptrAe koupTtri (COAG).

MNa va Tpapngete £&w 10 KOAwWdIO HF, kpatdrte Tavta 10 @IG. Mnv TpaBdre TroTé TO KAAWdI0
HF yiati autd ptropei va mpokaAéael (npid. KaAwdia pe eAaTTwPaTIKAR/e08pauoTn yéovwon A
Bpauon Tou nAekTpIKoU KaAwdiou (Adyw coBaprg ocuaTpo®rig i ocUVBAIYNG Tou KaAwdiou)
MTTOpPEi va TTPOKAAECOUV €yKAUUATA OTOV XPOTN/acBevh 1] aKOPG Kal va TTIPOKAAEGOUV
Tupkayid. Ta épyava evepyoU HF kar o1 Aaég HF dev Tpétrel va ToTrToBeTOUVTAI GTOV 00BEVNA
yIO TV OTTOQUYI TPAUUATIOPOU O€ TTEPITITWOTN TUXaiag evepyoTroinong HF.

MNa va kaBapioeTe Ta evepyd NAEKTPODIA, TTPETTEI VO ATTEVEQPYOTTOINTETE TN AcITOUpYia
"Auto Start" (uévo yia dITToAIKH XpAoN) A VO ATTOCUVOECETE TO Opyavo ATTO TN
yevvATpla. H 1Teploxn Tou dkpou uTropeEi va gival akOpa eoThi apéoWS JETA TV
evepyoTtroinon, dnAadn uttdpxel Kivouvog eyKauudTwy.

Ta evdoyevi eyKaUpaTa €ival ykaUaTta TTou TTPOKAAOUVTaAl aTTd UWnAr] TTUKVOTNTA PEUUATOS
oTov 1070 Tou aoBevoug. O1 aitieg uTopei va TrepidauBavouv: O aoBevig EpxeTal katd AdBog o€
ETTAQPN ME NAEKTPIKA aywyida uépn. Eav ta kaAwdia HF ¢pBouv o€ dueon eTapn PE To dEpUQ,
TO XWPENTIKA pEUPOTA UTTOPE va TTPOKAAETOUV EyKAUUOTA.

Ta e§wyevn eykavparta gival eykaluuaTa TTou TTPoKaAoUvTal atTd T BepudTnNTa
ava@Aeyouevwy uypwv N agpiwv. MiBavég eival kal ekprEelg. AiTieg UTTopei va gival: @Aeyuovi)
TWV KOBAPIOTIKWY KAl ATTOAUUAVTIKWY TOU DEPUATOG, PAEYUOVHA TWV aAvVaIOBNTIKWY AEPIWV K.ATT.

O1 kapdiakoi BNUATOBOTEG UTTOPEI VO KAaTaoTpa@oUuv ato 1o pelua HF.

W >upBouleurteite Evav kapdioAdyo Trpiv atd Tn diadikaaia. MoTE unv TpayUaToTToIEiTe
emepuPaocic eEwTepIkwv aoBevwy pe peupa HF og aoBeveic pe kapdlakoug
BnuartoddTeg.
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7

Odnyieg ac@alAciag

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

(]

Odnyieg ac@alAciag

Ta 1aTpoTEXVOAOYIKA TTPOIGVTA TTAPadidovTal U ATTOOTEIPWHEVA Kal TTPETTEI vVa
KaBapiovTal, va arroAupaivovTal Kal VO aTTO0TEIPWYOVTAI TTPIV ATTO TNV TTPWTH

xpnon.

Mpiv atmd KaBe xprion, To Opyavo TTPETTEI va EAEYXETAI OTITIKA YIa {NPIES Kal pdAuvon!

EAEyETe TN pOVWON TWV NAEKTPOBIWV Kal TRV TTPOEKTACH TOU Agova yia CnUIEG TTPIV
atrd KaBe xpron.

Mnv xpnoIKOTTOIEITE EAQTTWHATIKA TTPoIOVTA!

Mnv To XPNOIMOTIOIEITE TTAPOUCIA EUPAEKTWY I EKPNKTIKWY OUTIWV!

Mnv To ToTTOBETEITE TTOTE OTOV AOBEVN | O€ Aueon yerTviaon!

H HEBUmedical rpogidoTtroiei pntd yia TNV TapaTaon Tou TTpoiovrog. OTroiadnroTe
TTapdTach odnyei oTov atmoKAEIoPO TNG uBUvng atmé Tnv HEBUmedical GmbH.

MpooTatéwTe AUTA Ta TTPOIGVTA ATTO OTTOINdATTOTE PNXaVIKY BAARN! Mnv TTeTdEIg!
Mnv xpnolpoTTolEiTeE Kapia duvaun.

ATTOQUYETE TN JNXAVIKI UTTEPTTHONGCN TOU TTPOIGVTOG KAl TA EEQPTANATA TOU TTEPA ATTO
TO OXEBIAONO TOU OXEBIOOUOU, QUTO UTTOPEI va 0dnynRoel o€ {nuId Kal aTTwAEIA
Aermroupyiag!

Ta eAaTTwpaTikd KaAwdia HF 1y o1 AaBég dev TpéTTel yevika va emiokeuddovTal. MNpétrel
Va avTIKOTaoTaBoUV e VEQ.

d 4 =4 Wi N> N N NN

TnpeiTe TIG 0dNYiEG TOU KATAOKEUAOTH) OXETIKA UE TNV IKAVOTATA NAEKTPIKOU popTiou!

193




Dil To 6pyavo ayyelokAg o@pdyiong Biseal® pe Asitoupyia KoTrig

MNMpooTacia Tou acBevoug atmd TNV ETTAPN HE YEIWMEVA HETAANIKG aToIXEIa (XEIPOUPYIKO
TPATTEC), TTOAOG IV K.ATT.) KOTA TNV EQAPUOYH.

Ta TpoidvTa dev TTPETTEl va kaBapidovTal g€ AouTPO UTTEPHXWV.

Mnv aTTOCTEIPWVETE TO TTPOIOV O€ ATTOOTEIPWTH BEpuUoU aépa.

Edv 1a TpoidvTa xpnoipoTrolouvTal o€ aoBeveiG e JETABOTIKA OTTOYYWoN
EYKEQAAOTTAOEIa 1) Aoipwén atré Tov 16 HIV, apvouuaoTe KGBe uBUvVN yia
ETTAVAYPNOIYOTTOINON.

OAa 1a coBapd TTEPIOTATIKA TTOU OXETICOVTAI JE TN CUCKEUN TTPETTEI VA AVOQEPOVTAI
OTOV KOTAOKEUAOTA KAl 0TNV apuédia apxr) Tou KPATOUG HEAOUG OTO OTTOIO Eival
EYKATECTNUEVOG O XPROTNG f/Kal 0 aoBevAg.

> BB B

10 TlMapaokeun

To aTouo TTou €ival uTTEUBUVO YIa TNV TTPOTTAPACKEUACTIKI Bepartreia eival uTTEUBUVO yia TN
dlaoc@dMion oT11 n BepaTreia cival edvTwg Careed XpNOILOTIOIWVTAG TOV OXETIKO EEOTTAIOUO,
UAIKA Kal TTPOCWTTIKO OTNV EYKATAOTACN BEPATTEIOS KAl £TO1 ETTITUYXAVEI TO ETTIBUUNTO
aTToTEAETPA. AUTO QTTQITED ETTIKUPWON Kal ouvhOn TTapakoAouBnan TNG XPNOIUOTTOIOUEVNG
01adIKaCoiag. Zag TTaPOTPUVOUNE va ABETE UTTOWN TOUG £€BVIKOUG KAVOVIOUOUG TTOU apopouV
TNV TTPOETOINOACIA TWV OPYAVWV.

O1 ETMKUPWHEVES TTAPAUETPOUG AVOPEPOVTAI O€ ETTAVOXPNOIUOTTOIOUUEVA XEIPOUPYIKG Opyava.
O1 eMKUPpWUEVES TTAPAPETPOI Ba TTPETTEI va TTAPATNPOUVTAI Yia Ta AAAG TTPOiIdVTA TTOU
mepypdgovTal, eKTOG Qv TTEPIYPAPETAl pNTA WIa SIAPOPETIKA dladikaaia.

10.1 TANPOYOPIES VIO TNV TTPOETOINACIA TWV OPYAVWV

XpNoIYoTToINoTE TTapdyovTeg KaBapiopou Kal/f atroAupavong pe Tipn pH evtog 9-10.
MapatnpAoTe TIG 0dNYIEG TOU KATOOKEUAOTH OXETIKA YE TN dOCOAOYid, TOV XpOVO
ékBeang kal TNV avavéwaon Twv AUCEWV.

XpnolyoTroiNoTe KATAANAEG BoUPTOEG TTOU BEV APAIPOUV UAIKG, dnAadr OxI OKANPES
BoupToeg (6TTWG PETAAAIKEG BoUPTOES KA HETAAAIKA GOUYYApPIa) 1] XOVTPA AElavTIKG
KaBapIOoTIKA.

Moté pnv agAvete péoa o€ TTPAKTOPES KABAPIoKOU A atTOAUNAvVONG yIa JEYAAUTEPO
XPOVIKS d1doTnUa atrd Tov KaBopIouévo Xpovo.

ZETTAUVETE KAl OTEYVWOTE TTPOCEKTIKA JECTW KAVAAIWY KAl CWARVWV.

Ta euaioBnTa dpyava TTpéTTel va kabBapifovTal o€ Eva eEdpTnUa atroBrRKeuong N
ouoQIEngG.

MapatnpAOTE TIG 0dNYiEG TOU KATAOKEUAOTH TOU £EOTTAICHOU KaBapIGHoU - Kal
ATTO0TEIPWONG.
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10.1.1 Moi1éTnNTCO VEPOU

MNa Tov KaBapiouod, TNV €E0UBETEPWAN Kal TO EKTTAUCT), CUVIOTOUUE TN XPrON ATTOPEKOEIBOUG
vepoU cUP@wva pe TNV "kateuBuvtrpia ypauuy DGKH, DGSV, AKI yia Tnv emIKUpwon Kai TV
TAKTIKA TTAPAKOAOUBNGCN QUTOPATOTIOINUEVWY BIOBIKACIWY KABApPIoUoU Kal BEPUIKAG
QTTOAUPAVONG VI I0TPIKEG CUCKEUEG KAl TIG APXES TWV OUCKEUWV". H KaTeuBuVTAPIa YPAPKA
avagépetal oto DIN EN ISO 15883-1 Znucio 6. 4. 2).

SUPQWVA PE TNV KATEUBUVTAPIA YPAP U, CUVIOTWVTAI Ol AKOAOUBEG TIUEG:

aywyluéTtnTa: <15 us/cm (katd TapékkAion atoé Tov Tivaka Tou DIN EN 285)
Tiu pH: 5-7

OAIkA okAnpoéTnTa: 0,02 mmol CaO/I

MepiekTikdTNTA O€ AaAGT: < 10 mg/l

Pwopopikd (wg P,05): 0,5 mgl/l

MupiTiké aAag (wg SiOy): =1 myl/l

XAwpiouxa: < 2 mg/l

10.2 TposgToIpacia oTOV TOTTO XPAONG

APéowg PETA TN XPAON, aPaIpEaTE TIG XOoVvOpoeIdeig akabapaicg atrd Ta dpyava Pe KATAAANAN
Bouptoa (BAETTe KepaAaio Kapitel 10.1) kai EeTTAUVETE TOUG CWANVWOEIS. Mnv XPNOIUOTIOIEITE
Tov TTapdyovTa oTepEéwaong 1 170 {eoTo vepod (> 40 ° C), kaBwg auTo £XEl WG ATTOTEAECUA Ta
UTTOAEiJuaTa va oTaBepoTroinBouy Kal va eTTNPEACOUV TNV ETTITUXIO TNG UTTO -ETTIPPONAG
AgiToupyiag kabapiopou

ATToouvapuoAoyRoTE Kal/f avoigTe Ta dpyava 6oo To duvardv TTepioodTepo. Méoa og OUVTONO
XPOoVIKG didoTnua PETE TN Xpron Twv opyavwy KaBapioTe TIG 0dnyieg yia Tn Yeiwon TNg
&NPavong TV UTTOAEINPATWV.

AuTO emITPETTEI TOV EUKOAOTEPO KaBapioud. Edv Ta dpyava £pxovTal o€ €TTaQr Je didppwaon
QPAPUAEKWY 1 TIPAKTOPES KABapIGHOU, TTAUVETE TN JIATPIRA ME VEPO OUECWG PETA TN XPAoN.
MakpuUtepol Xpovol ¢Apavong, T.X. [Na ¢nprf d1a8san dev ETTIKUPWVETAI Kl EV CUVIOTATAI.

v O xpdbvog oTeyvwuatog katd n didpkeia TG MKUpwaong ATav 1 wpa.

10.3 XeipokivnTog KaBapIouog

Aedopévou OT1 o1 unxavikeég dliepyaacieg YTropouv va TutroTroinoulyv, va
avaTtrapaxBouv Kal CUVETTWG Va ETTIKUPWOOUV, 0 uNXavikog KaBapiopog/atroAUpavaon
Ba TTPETTEl Va TTPOTINATAI aTTO TIG XElpoKivnTeS dladikaaieg. H diadikaaia xeipokivnTou
KaBapiopoU Kal atroAUuavong OV ETTIKUPWVETAI Kal Ba ETTIKUPWOET ETTITTAEOV aTTé TOV
TENIKO XpNnoTn.
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10.4 Mnyavikég Kabapiouog

NAoyw Twv diebvwyv TTpoTuTTwy (EN ISO 15883) Kal Twv €BVIKWY KATEUBUVTAPIWY YPANNWY,
TIPETTEI VO ETTIKUPWOOUV POVO Ol ETTIKUPWHEVES BIOBIKOTIEG UNXAVIKOU KaBapiouou Kal
atmmoAUpavong. MNa Tov auToUaTOTTOINKEVO KABAPIoUd, OUVIOTOUUE £va TUTTOTTOINUEVO
TTPOYPAPKa yIa Xeipoupyikd opyava, T1. X. Opyava a1réd Tov Miele.

MapatnpAoTe Ta akdAouba pe OpTWON:

B TomobetioTe Ta arocuvapuoloynuéva fi avoiyouv opyava pe ac@dAeia oTo Sioko.

B Ta épyava pe avoiypata Kal E0oXEC TIPETTEI VO TOTTOBETOUVTAI E TNV AVOIXTH TTAEUPd
TTPOG Ta KATW, WOTE VA PUTTOPOUV va KaBapIoToUV Kal va PNV ITTOpouV va CUAAEEOUV
vepd atrd Tn diadikacia kKabapiouou.

Eav eival 81aB£0140, XpNOIMOTTIOINCTE WA CUVTOVIOUEVN OUOKEUN €KTTAUCNG.

Mnv uTrEp@OPTWVETE BICKOUG, ATTOPUYETE T dnuIoupyia ETIKAAUWEWV.

B TomoBetioTe Ta Opyava pe TIS ApOPWOEIS OE Wi QVOIKTH) B£0n aToV KABapPIoUO, Kal
TNV gNxavr armoAupavong.
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B Edv umrdpyel S1abéoiun ouokeun yia EKTTAUCN, TT.X. oUvdean Luer-Lock, Ba Trpétrel va
XPnoiyotroinBei 6TTwg @aiveTal oTnV €IKOVA.

To mpdémAupa akoAouBeital atrd 1o oTEYVO KABApIoUQ.

O XNUIKOG kKaBapioudg TTpéTTel va TTpayuaTtoTrolcital aToug 40°C éwg 60°C yia TouAdxIoTov 5
AetrTd.

ZuvioToUue TN Xpron kaBapioTikwy pe Tiun pH peTago 9 kai 10, 11.X. Neodisher MediClean for-
te Tng Dr Weigert. H emAoyr| Tou kaBapioTikou e€apTdatal atmd 10 UAIKO Kal TIG 1I810TNTEG TwWV
opydavwy Kabwg Kal atrd Toug €BvIKoUG KavovIouoUG.

Edv uttdpxel augnuévn ouyKEVTPWON XAWPIOVTWY OTO VEPOD, EVOEXETAI VA EUPAVIOTOUV OTA
6pyava didBpwaon Kal pwypég didRpwaong Adyw Tdong.

H ep@dvion 1€To1ag dIGRpwaong UTTopEi va eAaxIOTOTTOINBEI e TN XPrON AAKGAIKWV
KaBapIOTIKWV JECWV Kal ATTOPETAOAAWMUEVOU vEPOU.

H 11pooBnkn evég TTapdayovTa eEoudeTEPWONG e BAan TO 0&U SIEUKOAUVEI TO CETTAUMA TWV
UTTOAEIMUATWY OAKAAIKWY ATTOPPUTTAVTIKWY KATA TO TTPWTO EVOIANEDO EETTAUMA.

MNa va atro@euxBei o oxnuUaTIoog mIKabiocwy, CuVIOTATAI N XPAON OUBETEPWYV
ATTOPPUTTAVTIKWY av N TToIéTNTA TOU VEPOU gival SUOUEVAG.
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H Beppiki atroAUpavon TTpayUaToTTOIEITAI HETA TO OEUTEPO EVOIANETO EERYAAUQ.

H Bepuikni atroAUuavaon Ba TTPETTEI VO TTPAYUATOTTOIEITAI E ATTOUETAAAWMEVO VEPO TTOU
QVTIOTOIXEI 0€ PIKPORBIOAOYIKN TTOI0TNTA TTOCIWOU veEpoU (< 100 CFU/mI Tréoigou vepou) oToug
80 £wg 95°C ka1 og Xpovo ékBeong ocup@wva e To TpoTutro EN ISO 15883.

Ta okeun TTAUCNG TTPETTEI VA QQAIPOUVTAIl ATTO TO INXAVAUO OTO TEAOG TOU TTPOYPANUATOG,
KaBwg n TTapapovr Toug OTo UNXAvnua PTTopei va TTpokaAéael dIGRpwaon.

Y MapduETPOI TTOU XPNOIMOTIOIOUVTAI VIO TNV ETMIKUPWOT TNG TTPOETOINATIAG

MNpo-éktrAuon 1 AeTrTd pE KpUO vePO Bpuong

O¢puokpaaia: 55 °C

KaBapiopog Xpdvog euBATTIong: 5 AeTITd (XE1IpOTEPN TIEPITITWOTN)

Neodisher Mediclean Forte 0,4% (xeipdtepn TTEPITITWON)

O¢puokpaaia: Kpuo atmroueTaAAwPEVO VEPD

Egoudetépwon XpOvog polokeuong: 2 AeTITé

Neodisher Z 0,1%

MeTd TNV ekT6gEUON 2 AETTITA e KPUO ATTIOVIOPEVO VEPO

O¢eppokpaaia: 90 °C (Ag 3000)

ATtroAUpavon
XpOvog HOUOKEUONG: 5 AeTTTG

10.5 Z=Apavon

E¢ao@alioTe eTapkn npavon atmod TN ouokeu KaBapiopou Kal atroAUPavongs i
XPNOIHOTTOIWVTAG AANa KATAAANAQ LETPQ.

v H &npavaon mmapaAgipBnke atnv €MKUPWON (XEIPOTEPN TTEPITITWON).

11  ZuvTApnon, £mBswpnon

MeTd TV Wugn og Beppokpacicg dwuatiou, Ta dpyava TTPETTEl VA ETTIBEWPOUVTAI OTTTIKA VIO
UTTOAEIJUaTO TTPWTEIVWV Kal AAAEG HOAuvan. O1 OXIOEG, Ta eUTTOSIA, OI KAEIDAPIES, OI CWANVES
Kal dAAol gival 0TI eival BUOKOAO va £M0ewpnBoUV TTPOCEKTIKA. Ta dpyava TTou dev gival xwpig
uTTOAEiJaTa TTPETTEl va UTTORAGAAOVTaI eTTavEIANUPEVA o€ OAGKANPN TN dladiKagia
ETTAVETTEEEPYOTING.

MNa va dlao@alioTel 0TI Ta XEIPOUPYIKA Opyava UTTOpoUV va XpnoidoTToinouy yia Tov
EMIOIWKOUEVO OKOTTO TOUG JETA TNV ETTAVETTEEEPYADIA, EiVAI OTTAPAITATO VA EKTEAECTEI HIa
A€IToupyIKr BOKIUH PETA TOV KOBOPIOUO, TNV aTTOAUPAvOoN Kal TNV ENPH Twv PETPWY OTITIKAG
€MBewpPNONG Kal povTidag. EKTEAEDTE TIG AEITOUPYIKES DOKIMEG TTOU TTEPIYPAPOVTAI GTO ONUEIO
11.1.
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Ta 6pyava TTou gival Aeklaouéva, apBAU, Auyiouéva, dev AcitoupyoUv TTAEOV, £XOUV UTTOOTEI
¢Nid pe otrolovdNTTIOTE AANO TPOTTO 1 N CHPAVON TOu OpydAvou Jev gival TTAEOV avayvwpioiun
(1T7.X. N ofuavon, o KwdIkdg UDI dev gival TTAéov euavayvwaoTog) TTPETTEl va aTToppiTITovTal!
MNa va BonBriooupe oTOV EVTOTTIONO EAATTWHATIKWY OPYAVWY TTOU TTPETTEI va TagivounBouy,
OuVIOTOUHE TO QUAAGDIO "ETTaveCETaon Twy opyGvwy" atrd TNV TTPOETOINACIA TWV OpYAvwY TNG
ouadag epyaciag. Auto TrepieAdupave 1o ke@dAaio 8 "EAgyxol kal ppovTida" Kal To KEQAAaIo
12 "ANayég em@dveiag: Katabéoeig, atmoXpwuaTiopog, didBpwaon, yhpavar, didykworn Kal
PWYUEG OTPEG".

11.1  Aokipni AsiToupyiag

‘Eva Tpdo@aTta ayopaouévo TTpoidv TTPETTEl va UTTORANBET o€ BIECOBIKO EAeyXO OTTTIKAG Kal
AeiToupyiag petd Tnv Tapddoor] Tou Kai TTpIv atro KABe xpron.

Ta TTpoiovVTa TTPETTEI VA EAEYXOVTAI VIO TTOPATUTTIEC. AivOVTag TTPOCOXN OTIC PWYMEG, TO
KOaTdypaTa Kal TNV ePeavion tng diaBpwong.

Edv uttdpyxouv apBpwoelg, Ta Opyava TTPETTEl va AITTaivovTal e éva TTPoIoV ppovTidag TTpIv
atrd TN AEITOUPYIKN dOKIUA. ZUVICTOUUE £va 10TPIKO AEUKO TTETpEAQIO pE Bdon To AddI
TTapaAPivng.

EAéyETe Ta Opyava pe apBpwaoelg yia eUKOAia Kivnong.

H emoniuavon TPETTEl ETTIONG VA EAEYXETAI WG TTPOG TV AVAYVWOIUOTNTA.

ExkTeAéOTE Evav EAeyyX0 ouvAPTNONG CUPPWVA UE TNV TTPORAETTOUEVN EQAPHOYT] TOU OpYAVouU.

Baoikég dokIpES yia dpyava e 0dOVTWTA Kal oayovia gival JETAGU GAAWV:
B  AiopBwarte 1o dvolypa kal To KAgioIyo (opaln Kivnan, TTARPNG)
B a6iktn odovTwTh (Auylouévn, oTTaopévn)
B Ta caydévia pétrel va kKAeioouv owoTd
B Xwpig piyn Twv olayovwy (OTAUPOEIBES DAYKWHA)

Ta eAATTWHATIKA TTPOIOVTA BEV TTPETTEI VA XPNOILOTTOIOUVTAI KOl TTRETTEI VA £XOUV UTTORANBEI
Eavd otnv TANPN diadikaoia TTPOKATAPKTIKIAG BepaTreiag TTpIV ETTIOTPAPEI.
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12 ATmrooTteipwon

Mpiv atrd TNV aTmmooTEipwan, Ta TTPOIOVTA TTPETTEI va UTTORAAAOVTAI € KABaPIGUO Kal
atroAUpavon, va EETTAUBOUV XWPIiG UTTOAEINPATA XPNOIJOTTOIWVTAG OTTOUEAAWEVO VEPO Kal VA
oteyvwoouv etekTeiva. HEBUmedical ouvioTd mn Xprion MIaG eTTIKUpWUEVNG SIadIKaaiag

QTTOOTEIPWONG OTHOU (TT.X. ATTOCTEIPWTHG CUN@WVA Pe To EN 285 kai emIKupwveTal CUPNQWVA
pe 70 DIN EN ISO 17665-1).

Katd Tn xprion TNG KAaouaTiopévng nEBOdoU Kevou, N aITOOTEIPWON TTPETTEI VO
TpayudatoTrolsital ue Touhdyiotov 134°C (HMA 132°C) pe eAayioTn mepiodo Karoikiag 3
AemrTwv. H ERpavon Pe Kevo TTPETTEI VA TIPAYHATOTTOIEITAI UE TOUAGXIOTOV 20 AETTTA.

Y MapdueTpol TTOU XPNOCIPOTTOIOUVTAl YIO TRV ETIKUPWON TNG ATTOOTEIPWONG ATHOU
NpoadiwpaTiké 3 popég

OeplOKPATIa ATTOCTEIPWONG 132 °C

Xpovog atrooTeipwong 1,5 AeTTTd (UEB0DOG HIGOU KUKAOU)

XpOvog OTEYVWHATOG 20 Aetrtd

O aTuég Tpétrel va gival arTaAAayuEVOG aTTO TA CUCTATIKA, Ol CUVIOTWEVEG TTEPIOPIOTIKES TIUEG
TOU VEPOU TPOPODOCIag KAl TOU CUUTTUKVWHOTOG aTUWY KaBopifovTal va Kavouv 285.

AM\eg dl10dIKagieg aTTOCTEIPWONG €ival cuuBaTEG, aAAG Oev ival ETTIKUPWUEVES aTTd TO Hebu-
medical.

Katd tn ¢opTwon, TapatnproTe TO CUVICTWHEVO OUVOAIKO BAapog.MeTd Tnv atrooTeipwaon,

eAEYETE TNV ATTOOTEIPWEVN CUCKEUQTIA TTPOIOVTWY YIa (NUIES KAl ETTIBEWPROTE TOUG DEIKTEG
OTTOOTEIPWONG.

12.1 ZuoKeuaoia

H cupuop@ouuevn ocuokeuagoia Twy TTPOIOGVTWY yIa atrooTEipwon oUuewva ue 1o 1ISO 11607.
H cuokeuaoia TTou XpnoIPOTTOIEITAI TTPETTEI VA €ival KATAAANAN yia Ta épyava Kal va Ta
TTpooTaTEVEl OTTO TN MIKPOPIOAOYIKN) HOAUvon KaTd Tn didpkela TG atrobrkeuong.H appayida
Oev TIpéTTel va gival uttd Tdon.To Hebumedical ouvioTd 1o &0X€io 1] TO VOGOKOWEIO KOIVO XapTi
QTTOOTEIPWONG/CUOKEUATTA QIAW VIO OTTOOTEIPWHEVN CUOKEUOOTIQA.

Rara Tn oIdpKEIa TNG ETTIKUPWONG, T OPYAVA CUCKEUAOTNKAV OE TTOKETA KOIVWYV

QTTOOTEIPWONG VOOOKOWEIWV (OUCKEUQTIEG XAPTIOU/TAIVILOV) KOI ATTOOTEIPWHEVA UE
QTMO.
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13  Aidpkeia Zwng

H diadikaoia atrooTeipwong aTyou ETTIKUPWONKE UE EPYACTNPIOKES ECETATEIC. TA TTPOIOVTA
ATAV OTTOOTEIPWHEVA ETTIKUPWHEVA O€ TTPO-BaABida TouAdyIoTOV 5 AeTTTWV Kal Bepuokpaaciag
134°C yia pia didpkeia Cwng Twv 50 KUKAwV.

MrTropeite va ouvexioeTe va XpNOIUOTIOIEITE Ta Opyava We BIKN oag eubuvn évavTi QUTAS TNG
TIMAG KUKAOU €AV oI OOKIUEG TTEPIYPAPEG 0TO Ke@dAaio 7 £€xouv OAOKANpwOEi Ye etmiTuyia.

14 Amro0nkeuon

ATT00nKeUOTE TO TTPOIGVTA O€ €va ENPO, KABapOd Kal Xwpic okdvn TTEPIBAAAOV G aUyXPOVO
eukpato atmd 5 ° C £€wg 40 ° C.
MpooTatedoTe ATIO TIG ETTITITWOEIG TWV AKTIVWV TOU NAIOU Kal TOU TEXVNTOU QWTAG.

K& )

15 EyyuUnon/ emokeun

Ta TTpoIdvTa pag Kataokeualovtal atrd UAIKA UWNAAG TTOIOTATAG KAl EAEYXOVTAI TTPOCEKTIKA
TTPIV ATt TNV aTTO0TOAN.QCTOC0, AKOUN Kal av XPNOINOTIOIOUVTAl CWOTA GUNPWVA PE TOV
EMOIWKOUEVO OKOTTO TOUG, UTTOKEIVTAI O€ HEYAAUTEPO ) MIKPOTEPO BaBusd @Bopdc avdloya e
TNV évTaon xprnong Toug.

AuTr N @BopA gival TEXVIKA ETTAYOUEVN KOl AVATTOPEUKT.

Edv Ta c@dAuata epgaviovTal ave¢aptnta atmo 1n ¢Bopd, ETTIKOIVWVAOCTE WE TIG UTTNPETIES
TTEAQTWYV PAG. Ta EAATTWUATIKA TTPOIOVTA deV TTPETTEI TTAEOV VA XPNOIKOTTOIOUVTAl.

Mpétrel va uttoBANBoUV oTnV TTAr PN dIadIKOCia TTPOTTAPACKEUAG TTPIV ATTO TNV ETTIOTPOPNA TOUG.

16 Ai1dBeon amroBARTWYV

Mpiv atrd TNV amméppiwn, To TTPOIOV TTPETTEI va UTTORBANOEI o€ TTANpN eTTavETTEEEPYOTia Kal
QTTOCTEIPWON CUP@WVA PE TN dIadikaoia TToU TTEPIYPAPETAI OTIG TTAPOUCES 0dNYieg XpPAoNG.

Kivduvog péAuvong atmé poAuopéva trpoiovral
& B KaTtd TV améppiyn ToU TTPoIOVTOG, TWV CUCTATIKWY TOU KAl TNG CUCKEUATIAg
TOUG TTPETTEI VA TNPOUVTAI O €BVIKOI KAVOVIGHOI.

Kivduvog TpaupaTiopou atmod TTpoidvTa Je aixunped dkpa ri/kai aixuned onueial
& B KaTtd Tnv atmoéppiyn Tou TTPoidvTog, TIPETTEl va dlacahileTal OTI n
ouoKeuaoia ePTTOBICEl TOV TPAUPATIONO aTTO TO TTPOIOV.
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17 Ymnpeoia kKal 51EUBUVON KATAOKEUAOTH

Edv atraitouvTal o1 odnyieg Xpriong o€ Opua XapTiou, XPnNOIYOTIOINOTE Ta OTOIXEId
ETTIKOIVWVIOG TTOU ava@épovtal TTapakdTw.O1 0dnyieg xpriong oe @épua XapTiou Ba ival
O100é01uEG 0 €0AG eVTOG ETTTA NUEPOAOYIAKWY NUEPWY PETA TN ARWn TOU QITHPOTOG.
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BHJHR

Objasnjenja simbola

Simbol Definicija
c € 0123 CE oznaka
A Opasnost

Validirani parametri

J Proizvodac
LOT Naziv serije

REF Poziv na broj

&only Medicinski uredaj / uredaj na recept FDA

MD Medicinski uredaj

A Nije sterilan

:-‘-\']'% Cuvati dalje od sunéeve svjetlosti
O

Cuvati na suhom

P
A

Temperatura

(G C

Hinweis auf olFU

(Elektronske) upute za uporabu
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Nema intervencije kod pacijenata s pacemake-
B rima

2 Uvod

Kupnjom ovog instrumenta dobit ¢ete proizvod visoke kvalitete Cije je pravilno rukovanje i ko-
ristenje opisano u nastavku.

Kako bi rizici i nepotrebni stres za pacijente, korisnike i tre¢e osobe bili to manji, molimo Vas
da pazljivo proc€itate upute za uporabu i da ih uvate.

Nasi proizvodi namijenjeni su iskljucivo profesionalnoj upotrebi u skladu s njihovom namjenom,
od strane odgovaraju¢e obucéenog i kvalificiranog osoblja, i moze ih kupiti samo takvo osoblje.

3 Namjena
Popis proizvoda na koje se odnose ove upute za uporabu nalazi se u dodatku.

3.1 Namjena upotreba

Monopolarni ili bipolarni proizvod koji se koristi za zgru$avanje krvnih Zila ili snopova tkiva za
hemostazu. Nije namijenjen za izravan kontakt sa srcem, sredidnjim cirkulacijskim sustavom ili
srediSnjim Ziv€anim sustavom. To je viSekratni proizvod.

3.2 Indikacija

Proizvod se koristi u HF kirurgiji. Smije ga koristiti samo obu&eno i kvalificirano struéno osoblje.

3.3 Kontraindikacije

HF bipolarne stezaljke ne smiju se koristiti u vezi s sredi$njim ziv€anim ili krvozilnim sustavom.
Podvezivanje jajovoda nije sigurna primjena.

3.4 Ciljana skupina pacijenata

Ovi proizvodi prikladni su za sve skupine pacijenata.

3.5 Maksimalni elektri¢ni kapacitet opterec¢enja

Maksimalni elektri€ni kapacitet opterec¢enja je 0,3 kVp.
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4 Prijava

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkcionalno ispitivanje u sterilnoj operacijskoj zoni

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Servis

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montaza i demontaza

5.1 Rastavljanje ostrice

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

OPASNOST!

& Nikada ne uklanjajte oStrice prstima - opasnost od ozljeda!
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5.2 cCisc¢enje

3. Clean upper and lower parts of
blade duct

5.3 Sklop ostrice

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Upozorenja na opasnost

Proizvodi se smiju koristiti samo u kombinaciji s priborom HEBU i samo od strane klinicki
obucenog struénog osoblja. Elektrode se ne smiju savijati jer to moze ostetiti materijal i dovesti
do lomljenja elektrode. I1zlazna snaga HF uredaja smije se postaviti samo na vrijednost koja je
prijeko potrebna za intervenciju. Ako se uobiCajena ucinkovitost koagulacije ne postigne
unato¢ standardnim postavkama HF uredaja, nikad ne povec¢avaijte izlaznu snagu uredaja bez
prethodne provjere. Sliedece se mora detaljno provijeriti: besprijekoran kontakt svih HF utikaca
i kabela, rad noZnog prekidaca ili prekida¢a na prst na rucki, izolacija HF kabela, instrumenta
kao i Cistoca i istroSenost distalnog kraja aktivna elektroda(e). Prije poCetka operacije provjerite
odasilju li monitori signale glatko (npr. bez Suma) pritiskom na Zutu tipku (CUT) i plavu tipku
(COAG).

Za izvlaCenje HF kabela uvijek uhvatite utika¢. Nikada nemojte povlaéiti HF kabel jer to moze
dovesti do osteéenja. Kabeli s neispravnom/lomljivom izolacijom ili prekid elektricnog kabela
(zbog jakog savijanja ili nagnjecenja kabela) mogu uzrokovati opekline kod korisnika/pacijenta
ili Cak izazvati pozar. Aktivni HF instrumenti i HF ru¢ke ne smiju se stavljati na pacijenta kako
bi se izbjegle tjelesne ozljede u slu€aju slu¢ajne HF aktivacije

Za CiSc¢enje aktivnih elektroda mora se deaktivirati nacin rada "Auto Start" (samo za
bipolarnu uporabu) ili se instrument mora odspoijiti s generatora. Podrucje vrha moze
biti jo$ uvijek vru¢e odmah nakon aktivacije, tj. postoji opasnost od opeklina.

Endogene opekline su opekline uzrokovane visokom gusto¢om struje u tkivu bolesnika. Uz-
roci mogu uklju€ivati: Pacijent slu¢ajno dode u dodir s elektricno vodljivim dijelovima. Ako HF
kabeli dodu u izravan dodir s koZzom, kapacitivne struje mogu izazvati opekline.

Egzogene opekline su opekline uzrokovane toplinom zapaljenih tekucina ili plinova. Mogucée
su i eksplozije. Uzroci mogu biti: upala sredstava za CiS¢enje i dezinfekciju koze, upala
anesteti¢kih plinova itd.

Pejsmejkeri mogu biti oSte¢eni visokofrekventnom strujom. Prije zahvata posavjetuj-
¥ te ses kardiologom. Nikada ne provodite ambulantne zahvate visokofrekventnom
strujom na pacijentima s pejsmejkerima.
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7

Sigurnosne upute

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

(]

Sigurnosne upute

Medicinski proizvodi se isporu€uju nesterilni i moraju se prije prve uporabe ocistiti, de-
zinficirati i sterilizirati.

Prije svake uporabe instrument je potrebno vizualno pregledati na odtecenja i konta-
minaciju!

Prije svake uporabe provjerite ima li oSte¢enja na izolaciji elektroda i produzetka oso-
vine.

Ne koristite neispravne proizvode!

Ne koristiti u prisutnosti zapaljivih ili eksplozivnih tvari!

Nikada ga ne stavljajte na pacijenta ili u njegovu neposrednu blizinu!

HEBUmedical izri€ito upozorava na produljenje proizvoda. Svako produzenje dovodi
do isklju¢enja odgovornosti od strane HEBUmedical GmbH.

Zastitite ove proizvode od bilo kakvih mehanickih oste¢enja! Ne bacajte! Nemoijte ko-
ristiti silu.

Izbjegavajte mehaniCko preopterecenje proizvoda i njegovih komponenti izvan dizaj-
na; to moze dovesti do ostec¢enja i gubitka funkcije!

Neispravni HF kabeli ili ruCke opcenito se ne smiju popravljati. Moraju se zamijeniti no-
vima.

d 4 =4 Wi N> N N NN

Pridrzavajte se uputa proizvodaca o elektricnoj nosivosti!
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Zastita pacijenta od kontakta s uzemljenim metalnim elementima (operacijski stol, IV
Stap itd.) tijekom primjene.

Proizvodi se ne smiju Cistiti u ultrazvucnoj kadi.

Nemojte sterilizirati proizvod u sterilizatoru na vruéi zrak.

Ako se proizvodi koriste na pacijentima s transmisivnom spongiformnom encefalopa-
tijom ili HIV infekcijom, odbijamo svaku odgovornost za ponovnu uporabu.

Svi ozbiljni incidenti povezani s uredajem moraju se prijaviti proizvodacu i nadleznom
tijelu drzave €lanice u kojoj korisnik i/ili pacijent ima poslovni nastan.

> BB B

10 Priprema

Osoba zaduZzena za pripremnu lije€enje odgovorna je za osiguranje da se tretman uredno do-
nese pomocu relevantne opreme, materijala i osoblja u postrojenju za lijeCenje i tako postize

zeljeni rezultat. To zahtijeva validaciju i rutinsko nadgledanje koristenog postupka. Pozivamo

vas da zabiljeZite nacionalne propise koji se bave pripremom instrumenata.

Validirani parametri odnose se na kirurSke instrumente za viSekratnu upotrebu. Validirani pa-
rametri trebaju se primijetiti za ostale proizvode koji su descrered bedbed, osim ako nije izricito
opisan drugaciji postupak.

10.1 Informacije o pripremi instrumenata

Upotrijebite sredstva za CiSéenje i/ili dezinfekciju s pH vrijednosti unutar 9-10.
Molimo promatrajte upute proizvodaca u vezi s doziranjem, vremenom izlozenosti i
obnavljanju rjeSenja.

Koristite prikladne ¢etke koje ne uklanjaju materijal, tj. nemojte koristiti tvrde Cetke
(poput metalnih Cetki i metalnih spuzvi) ili gruba abrazivna sredstva.

Nikada ne ostavljajte instrumente u sredstvima za CiSc¢enije ili dezinfekciju duze od
navedenog vremena.

PaZljivo isperite i suSite kroz kanale i cijevi.
Osijetljivi instrumenti moraju se odistiti u uévrséenju za pohranu ili stezanje.
Promatrajte upute proizvodaca za Cis€enje - i sterilizaciju opreme.

10.1.1 Kvaliteta vode

Za Ciscenje, neutralizaciju i ispiranje preporu¢ujemo uporabu demineralizirane vode u skladu
s "smjernica DGKH, DGSV, AKI za provjeru valjanosti i rutinskog pra¢enja automatiziranih pos-
tupaka Cis¢enja i toplinske dezinfekcije za medicinske uredaje i na principima uredaja”" ( Smjer-
nice se odnosi na DIN EN ISO 15883-1 to¢ku 6. 4. 2).
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Prema smjernicama, preporucuju se sljedece vrijednosti:

Vodljivost: <15 ps/cm (odstupanje od tablice DIN EN 285)
pH vrijednost: 5 -7

Ukupna tvrdo¢a: 0,02 mmol CaO/I

Salinitet: < 10 mg/

Fosfat (kao P,05): <0,5 mg/l

Silikat (kao SiO,): =1 mgl/l

Klorid: < 2 mg/l

10.2 Priprema na mjestu koristenja

Odmah nakon upotrebe uklonite grubu prljavstinu s instrumenata prikladnom &etkom (vidi pog-
lavlje Kapitel 10.1) i isperite radne kanule. Nemoijte Kkoristiti sredstvo za pricvrSéivanje ili toplu
vodu (> 40°C), jer to rezultira da ostaci postaju fiksni i moze utjecati na uspjeh pododrednog
postupka Ciscenja

Ogranic¢avanje i/ili otvoriti instrumente koliko je to moguce. U kratkom vremenu nakon koristen-
ja instrumenata oCistite upute za smanjenje suSenja ostataka.

To omogucava lakSe &iscenje. Ako instrumenti dodu u kontakt s korodiranjem lijekova ili sreds-
tava za CiScCenje, isperite tezu s vodom odmah nakon uporabe.

Dulje vrijeme susenja, npr. Za suho odlaganje se ne potvrduje i ne preporucuje se.

v Vrijeme suSenja tijekom validacije bilo je 1 sat.

10.3 Ruéno ¢€isc¢enje

Buduci da se mehanicki procesi mogu standardizirati, reproducirati i stoga potvrditi,
mehanicko ¢iS¢enje/dezinfekcija treba preferirati ruéni procesi. Postupak ruénog
A CiS¢enja i dezinfekcije nije potvrden i krajnji korisnik moze dodatno potvrditi.

10.4 Mehanicko ¢isSéenje

Zbog medunarodnih standarda (EN ISO 15883) i nacionalnih smjernica, trebali bi potvrditi
samo postupke mehanickog ¢is¢enja i dezinfekcije. Za automatizirano &is¢enje preporucujemo
standardni program za kirur8ke instrumente, npr. Instrumenti iz Miele.

Promatrajte sljedecée ucitavanjem:

I Na pladnju postavite rastavljene ili otvorene instrumente.

B Instrumenti s otvorima i udubljenjima moraju se postaviti s otvorenom stranom okre-
nutim prema dolje kako bi se mogli o€istiti i u njima se ne moze prikupiti voda iz
postupka Ciscenja.
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B Ako je dostupan, koristite koordinirani uredaj za ispiranje.

stroj za dezinfek-

d) U )

B Ukljucite instrumente sa spojevima u otvore
ciju.

B Ako je dostupan uredaj za ispiranje, npr. Luer-Lock priklju¢ak, treba ga koristiti kako
je prikazano na slici.
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I Ako je potrebno, koristite za prilagodbu za ¢i$éenje.

1l
1

S

1

TN

Preliminarno ispiranje slijedi kemijska.
Kemijsko CiS¢enje treba odvijati na 40°C-60°C najmanje 5 minuta.

Preporu€ujemo proizvode s pH vrijednosti unutar 9-10, npr. Neodisher Mediclean Forte od
Dr. Weigert. Koristeni agensi za €iS¢enje treba odabrati ovisno o materijalu i svojstvima instru-
menata i u skladu s nacionalnim propisima: Ako postoji visoka koncentracija klorida u vodi, na
instrumentima se moze pojaviti korozija pukotine i napetosti. Pojava ove vrste

Korozija se minimizira pomocu alkalnih sredstava za €iS¢éenje i demineralizirane vode. Doda-
vanjem medija za neutralizaciju na bazi kiseline, ispiranje ostataka alkalnog sredstva za
CiS¢enje olak3ava se tijekom prvog postupka intermedijarnog ispiranja.

Da bi se sprijecilo stvaranje depozita, preporucljivo je koristiti neutralna sredstva za €is¢éenje
gdje je kvaliteta vode nepovoljna. Nakon drugog postupka intermedijara, odvija se toplinska
dezinfekcija. Toplinska dezinfekcija trebala bi se dogoditi na temperaturi od 80i 95 ° C, s vre-
menom izlozenosti kako je navedeno u EN ISO 15883.

Nakon zavrSetka programa izvadite dobro iz stroja jer se korozija moze pojaviti ako instrument
ostane u stroju.
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Y Parametri koristeni za validaciju pripreme

Prethodno ispiranje 1 minuta s hladnom vodom iz slavine

Temperatura: 55°C

ciScenje Vrijeme natapanja: 5 minuta (najgori slucaj)

Neodisher Mediclean Forte 0,4% (najgori slu¢aj)

Temperatura: Hladna demineralizirana voda

Neutralizacija Vrijeme natapanja: 2 minute

Neodisher Z 0,1%

Nakon ispravljanja 2 minute s hladnom demineraliziranom vodom

Temperatura: 90 °C (Ag 3000)

Dezinfekcija

Vrijeme natapanja: 5 minuta

10.5 Susenje

Osigurajte odgovarajuée susenje pomoc¢u uredaja za Cid¢enje i dezinfekciju ili pomocéu drugih
odgovarajucih mjera.

v Susenje je izostavljeno u validaciji (najgori slucaj).

11  Odrzavanje, pregled

Nakon hladenja do sobnih temperatura, instrumenti se moraju vizualno pregledati zbog ostata-
ka proteina i druge oneciSc¢enja. Prorezi, barijere, brave, cijevii drugi koji su teSko pristupiti mo-
raju se temeljito pregledati. Instrumenti koji nisu bez ostataka moraju se opetovano podvrgnuti
cijelom postupku prerade.

Da bi se osiguralo da se kirurski instrumenti mogu koristiti u njihovu predvidenu svrhu nakon
prerade, potrebno je izvrsiti funkcionalni test nakon €iS¢enja, dezinfekcije i suhog mjera vizual-
nog pregleda i njege. lzvrSite funkcionalne testove descrered u tocki 11.1.

Instrumenti koji su zamrljani, tupi, savijeni, neispravni, osteceni na bilo koji drugi nacin ili Cija
identifikacija instrumenta viSe nije prepoznatljiva (npr. naljepnica, UDI kod viSe nije Eitljiv) mo-
raju se odbaciti!

Da biste identificirali neispravne instrumente koje je potrebno razvrstati, preporucujemo
broSuru "preradivanje instrumenata” iz radne grupe "Priprema instrumenata”. To je ukljucivalo
poglavlje 8 "Provijeri i njegu" i Poglavlje 12 "PovrSinske promjene: naslage, promjenu boje, ko-
rozija, starenje, oteklina i pukotine stresa".
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11.1 Funkcionalni test

Novo kupljeni proizvod mora se podvrgnuti temeljitoj provjeri vizualnog i funkcije nakon njego-
ve isporuke i prije svake uporabe.

Proizvodi se moraju provjeriti zbog nepravilnosti.Obraéajuci paznju na pukotine, lomove i po-
javu korozije.

Ako postoje zglobovi, instrumente trebaju biti podmazani proizvodom za njegu prije funkcional-
nog ispitivanja. PreporuCujemo medicinsko bijelo ulje na temelju parafinskog ulja.

Provjerite instrumente sa zglobovima radi lakSeg kretanja.

Osim toga, mora se provjeriti je li oznaka Citljiva.

IzvrSite provjeru funkcije u skladu s namjeravanom primjenom instrumenta.

Osnovni testovi za instrumente sa serratijom i eljusti su medu ostalim:
[ Ispravno otvaranje i zatvaranje (glatko kretanje, kompletno)
B Netaknuta serracija (savijena, slomljena)
B Celjusti se moraju pravilno zatvoriti
B Nema bacanja ¢eljusti (poprecni ugriz)

Proizvodi neispravni ne smiju se Koristiti i moraju se ponovo proéi potpuni postupak lije€enja
prije nego to se vrate.

12 Sterilizacija

Prije sterilizacije, proizvodi moraju proéi €iS¢enje i dezinfekciju, isprazniti bez ostataka koristedi
demineraliziranu vodu i podsulno osuseni. HEBUmedical preporucuje koridtenje potvrdenog

postupka sterilizacije pare (npr. Sterilizator u skladu s EN 285 i potvrden u skladu s DIN en ISO
17665-1).

Prilikom koritenja frakcionirane metode vakuuma, sterilizacija se mora izvesti s najmanje
134°C (SAD 132°C) s minimalnim razdobljem prebivanja od 3 minute. SuSenje vakuuma
mora se provesti provedenim najmanje 20 minuta.

V Parametri koriSteni za validaciju sterilizacije pareur

Prevakuum 3 puta

Temperatura sterilizacije 132 °C

Vrijeme sterilizacije 1,5 minute (metoda pola ciklusa)
Vrijeme suSenja 20 minuta

Para mora biti bez sastojaka; preporuc¢ene grani¢ne vrijednosti za napojnu vodu i parni kon-
denzat postavljene su prema EN 285.

Druge metode sterilizacije su kompatibilne, ali ih HEBUmedical nije potvrdio.
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Pridrzavajte se preporu¢ene ukupne teZine prilikom utovara! Nakon sterilizacije provijerite je li
pakiranje sterilne robe o&teceno i provjerite indikatore sterilizacije.

12.1 Ambalaza

Sukladno pakiranje proizvoda za sterilizaciju u skladu s ISO 11607. Upotrebljeno pakiranje

distenja.Pecat ne smije biti pod napetos¢u. HEBUmedical preporucuje kontejner ili bolni¢ki
zajednicki sterilizacijski papir/filmska ambalaza za sterilizirano pakiranje.

Tijekom validacije instrumenti su bili upakirani u bolnicku zajednicku sterilizacijsku pa-
ketu (papirnati/filmski paketi) i sterilizirani pare.

13 Dozivotno

Postupak sterilizacije pare potvrden je laboratorijskim testovima. Proizvodi su sterilni validirani
u prije vakuuma od najmanje 5 min trajanja i temperature od 134°C tijekom Zivotnog vijeka od
50 ciklusa.

Mozete nastaviti koristiti instrumente po vlastitoj odgovornosti u odnosu na vrijednost ove cik-
lusa ako su testovi opisa u poglavlju 7 uspjesno zavrseni.

14 Skladistenje

Spremite proizvode u suho, Cisto i bez prasine u modernom umjerenom od 5°C do 40°C.
Zastitite od u€inaka suncevih zraka i umjetne svjetlosti.

S
2

15 Jamstvo / popravak

Nasi se proizvodi proizvode od visokokvalitetnih materijala i pazljivo provjeravaju prije otpre-
me.Medutim, €ak i ako se pravilno koriste u skladu s njihovom namjerom, oni su podloZzni
vec¢em ili manjem stupnju troSenja, ovisno o njihovom intenzitetu upotrebe.

Ovo je habanje tehni¢ko inducirano i neizbjezno.

Ako se greSke pojave neovisno o troSenju, obratite se nasim korisni¢kim uslugama.Proizvodi
neispravni viSe ne smiju se koristiti.

Moraju proc¢i potpuni postupak pripremnog lijecenja prije nego $to se vrate.
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16 Odlaganje

Prije odlaganja, proizvod mora proci kroz potpuni proces ponovne obrade i sterilizacije prema
postupku opisanom u ovim uputama za uporabu.

Opasnost od infekcije kontaminiranim proizvodima!
A I Prilikom odlaganja proizvoda, njegovih komponenti i ambalaZze moraju se
postivati nacionalni propisi.
Opasnost od ozljeda ostrim i/ili Siljastim predmetima!
A | Prilikom odlaganja proizvoda provjerite da ambalaza sprje¢ava ozljede od
proizvoda.

17 Adresa usluge i proizvodaca

Ako su potrebne upute za uporabu u papiru, molimo koristite kontakt podatke navedene u nas-
tavku.Upute za upotrebu u papirnom obrascu bit ée vam dostupne u roku od sedam kalendar-
skih dana nakon primanja zahtjeva.

Alternativno, elektroni¢ke upute za upotrebu mogu se takoder ispisati.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Njemacka
Tel. +49 74619471 -0

E-posta: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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BRLV

1 Simbolu skaidrojumi

S

imbols

Definicija

CE markéjums

c € 0123
YA

Briesmas

Apstiprinatie parametri

Razotajs

Partijas nosaukums

Atsauces numurs

Medicinas ierice / FDA recepS$u ierice

Mediciniska iekarta

MD
Nav sterils
NON
STERILE
[ - :
/‘h\u Glabat prom no saules gaismas
@

Uzglabat sausa veida

P
A

Temperatura

(1]

(3]

Hinweis auf olFU

(Elektroniska) lietoSanas instrukcija

225



Dil Asinsvadu bliveéSanas instruments Biseal® ar grieSanas funkciju

NeiejaukSanas pacientiem ar elektrokardiosti-

- mulatoru

2 Levads

Legadajoties So instrumentu, jus sanemat augstas kvalitates produktu, kura pareiza lietoSana
un izmantoSana ir aprakstita turpmak.

Lai mazinatu risku un nevajadzigu stresu pacientiem, lietotajiem un treSajam personam, rapigi
izlasiet lietoSanas instrukciju un glabajiet to dro&a vieta.

Muasu produkti ir paredzéti tikai profesionalai lietoSanai atbilstoSi to paredzétajam meérkim, un
tos drikst iegadaties tikai atbilstoSi apmacits un kvalificéts personals.

3 Paredzetais lietojums

3.1 Paredzetais mérkis

Monopolars vai bipolars produkts, ko izmanto asinsvadu vai audu saiSku koagulacijai
hemostazei. Tas nav paredzéts tieSai saskarei ar sirdi, centralo asinsriti vai centralo nervu
sistemu. Tas ir atkartoti lietojams produkts.

3.2 Indikacijas

Produkts tiek izmantots HF kirurgija. To drikst lietot tikai apmacits un kvalificéts specialists.

3.3 Kontrindikacijas

HF bipolaros skavas nedrikst izmantot saistiba ar centralo nervu sistému vai asinsrites
sistemu. Olvadu nosieSana nav droSa lietoSana.

3.4 Pacientu mérka grupa

Izstradajumi ir pieméroti visam pacientu grupam.

3.5 Maksimala elektriska slodz

Maksimala elektriska slodz ir 0,3 kVp.
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4 LietoSana

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkcionala parbaude sterila operacijas zona

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operacija

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 ASalikSana un demontaza

5.1 Asmens demontaza

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

BISTAMI!

& Nekad nenonemiet asmenus ar pirkstiem — traumu risks!
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5.2 Tirnsana

3. Clean upper and lower parts of
blade duct

5.3 Asmenu montaza

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Bridinajumi par briesmam

Produktus drikst lietot tikai kopa ar HEBU piederumiem un tikai klTniski apmacits specialists.
Elektrodus nedrikst saliekt, jo tas var sabojat materialu un izraistt elektroda nola$anu. HF
ierices izejas jaudu drikst iestatit tikai tada vertiba, kas ir absolati nepiecieSama iejauk8anas
veikSanai. Ja parasta koagulacijas veiktspéja netiek sasniegta, neskatoties uz HF ierices
standarta iestatijumiem, nekad nepalieliniet ierices izejas jaudu, iepriek$ neparbaudot. Siki
japarbauda: nevainojams visu HF kontaktdakSu un kabelu kontakts, kajas slédza vai pirksta
slédza darbiba uz roktura, HF kabelu, instrumenta izolacija, ka arf distala gala tiriba un nodi-
lums. aktivais(-ie) elektrods(-i). Pirms darbibas uzsakSanas parbaudiet, vai monitori parraida
signalus vienmérigi (pieméram, bez trokSna), nospiezot dzelteno pogu (CUT) un zilo pogu
(COAG).

Lai izvilktu HF kabeli, vienmér satveriet kontaktdakSu. Nekad nevelciet aiz HF kabela, jo tas
var izraisit bojajumus. Kabeli ar bojatu/trauslu izolaciju vai elektribas kabela parravumu (kabela
stipras salociSanas vai saspieSanas dél) var izraisit lietotaja/pacienta apdegumus vai pat aiz-
deg8anos. Aktivos HF instrumentus un HF rokturus nedrikst novietot uz pacienta, lai izvairitos
no miesas bojajumiem nejausas HF aktivizéSanas gadijuma.

Lai notiritu aktivos elektrodus, ir jadeaktivizé “Auto Start” reZims (tikai bipolarai lie-
toSanai) vai instruments ir jaatvieno no generatora. Uzgala zona talt péc
aktivizéSanas joprojam var bat karsta, t.i., pastav apdegumu risks.

Endogéni apdegumi ir apdegumi, ko izraisa augsts stravas blivums pacienta audos. Cé&loni
var bat $adi: Pacients nejausi nonak saskaré ar elektriski vadosam dalam. Ja HF kabeli nonak
tieSa saskaré ar adu, kapacitativa strava var izraisit apdegumus.

Eksogéni apdegumi ir apdegumi, ko izraisa aizdedzinatu Skidrumu vai gazu karstums.
lesp&jami arT spradzieni. Céloni var bat: adas tiriSanas un dezinfekcijas lidzek|u iekaisums,
anestézijas gazu iekaisums u.c.

Sirds elektrokardiostimulatorus var sabojat HF strava. Pirms procediras
@ konsultéjieties ar kardiologu. Nekad neveiciet ambulatoras procediras ar HF stravu
pacientiem ar sirds elektrokardiostimulatoriem.
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7

Drosibas instrukcijas

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Drosibas instrukcijas

Mediciniskas ierices tiek piegadatas nesterilas, un pirms pirmas lietoSanas tas ir
jatira, jadezinfice un jasterilize.

Pirms katras lietoSanas instruments ir vizuali japarbauda, vai tas nav bojats un
piesarnots!

Pirms katras lietoSanas reizes parbaudiet, vai elektrodu un varpstas pagarinajuma
izolacija nav bojata.

Neizmantojiet produktus ar defektiem!

Nelietot uzliesmojoSu vai spradzienbistamu vielu klatbatné!

Nekad nenovietojiet to uz pacienta vai ta tieSa tuvuma!

HEBUmedical TpaSi bridina par produkta pagarinasanu. Jebkur$ pagarinajums noved
pie HEBUmedical GmbH atbildibas izslegSanas.

Sargajiet Sos izstradajumus no jebkadiem mehaniskiem bojajumiem! Nemetiet! Neiz-
mantojiet speku.

|zvairieties no izstradajuma un ta sastavdalu mehaniskas parslodzes, kas parsniedz
konstrukcijas konstrukciju; tas var izraisit bojajumus un funkcijas zudumu!

Bojatus HF kabelus vai rokturus parasti nedrikst labot. Tie ir jaaizstaj ar jauniem.

d 4 =4 Wi N> N N NN

levérojiet razotaja noradijumus par elektrisko kravnesibu!
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Pacienta aizsardziba pret kontaktu ar zemétiem metala elementiem (operaciju galds,
intravenozais stabs u.c.) uzklaSanas laika.

Sos izstradajumus nedrikst irit ultraskanas vanna.

Nesterilizéjiet produktu karsta gaisa sterilizatora.

Ja produktus lieto pacientiem ar transmisivo stklveida encefalopatiju vai HIV infekciju,
meés atsakamies no jebkadas atbildibas par atkartotu izmantoSanu.

> BB B

Par visiem nopietniem incidentiem, kas saistiti ar ierici, jazino razotajam un tas
daltbvalsts kompetentajai iestadei, kura lietotajs un/vai pacients ir registréts.

10

Sagatavosana

Persona, kas atbild par sagatavosSanas arstéSanu, ir atbildiga par to, lai arstéSana batu
pienacigi izkartota, izmantojot attiecigo aprikojumu, materialus un personalu arstéSanas
iestadé un tadéjadi sasniedz vélamo rezultatu. Tas prasa izmantota procesa validaciju un ik-
dienas uzraudzibu. Més aicinam jis nemt véra valsts noteikumus, kas attiecas uz instrumentu
sagatavo$anu.

Apstiprinatie parametri attiecas uz atkartoti lietojamiem kirurgiskiem instrumentiem. Pargjie
produkti, kas norobeZzoti, jaievéro apstiprinatie parametri, ja vien nav skaidri aprakstita
atskiriga proceddra.

10.1
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Informacija par instrumentu sagatavosanu

Izmantojiet tiriSanas un/vai dezinfekcijas Iidzeklus ar pH vértibu 9-10.

Ladzu, ieverojiet razotaja noradijumus par devu, ekspozicijas laiku un risinajumu
atjaunosanu.

Izmantojiet piemeérotas birstes, kas nenonem materialu, t. i., nekadas cietas birstes

(pieméram, metala birstes un metala suklus) vai rupjus abrazivus tiriSanas Iidzek|us.

Nekad neatstajiet instrumentus tiri§anas vai dezinfekcijas agentos ilgak neka noteikta
laika.

Rupigi noskalojiet un sausa caur kanaliem un caurulém.

Jutigi instrumenti jatira uzglabaSanas vai iespilédanas armatara.

- =y

levérojiet razotaja instrukcijas par tiriSanu un sterilizé$anu.
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10.1.1 Udens kvalitate

For cleaning, neutralization and rinsing, We Recommend the use of demineralized Water in Ac-
cordance with the "Guideline DGKH, DGSV, Aki for the validation and routine monitoring of au-
tomated cleaning and thermal disinfection processes for medical devices and on the principles
of devices" (The Pamatnostadne attiecas uz din en iso 15883-1 punktu 6. 4. 2).

Saskana ar vadlinijam ir ieteicamas $adas vértibas:

Vaditspéja: <15 ps/cm (atkapjoties no DIN EN 285 tabulas).
pH vértiba: 5-7

kopeéja cietiba: <0,02 mmol CaOl/l

Sals saturs: < 10 mg/l

Fosfati (ka P,Os5): < 0,5 mg/l

Silikats (k& SiO5): <1 mg/I

Hlorids: < 2 mg/I

10.2 Sagatavosanas lietoSanas vieta

Talit péc lietoSanas nonemiet no instrumentiem rupjos netirumus ar piemeérotu birstiti (skatit
Kapitel 10.1 nodalu) un izskalojiet stradajosas kanulas. Nelietojiet fikséSanas [1dzekli vai karstu
adeni (> 40°C), jo tas rezultata atliekas klust fiksétas un var ietekmét apakSnodalas tiriSanas
operacijas panakumus

Pé&c iespéjas vairak demontét un/vai atvértus instrumentus. Isa laika péc lietoanas instrumenti
notiriet noradijumus atlieku Zavé8anas samazinasanai.

Tas lauj vieglak tirit. Ja instrumenti nonak saskaré ar korodéjosam zalém vai tiriSanas
[tdzekliem, talit péc lietoSanas nomazgajiet disertaciju ar adeni.

llgaks zaveSanas laiks, piem. Sausai iznicinadanai netiek apstiprinati un nav ieteicams.

Y Zavésanas laiks validacijas laika bija 1 stunda.

10.3 Manuala tiriSana

Ta k& mehaniskos procesus var standartizet, reproducét un tadejadi apstiprinat
mehanisko tiriSanu/dezinfekciju, dodot priekSroku manualiem procesiem. Manuala

& finSanas un dezinfekcijas process netiek apstiprinats, un gala lietotajs to papildus
apstiprina.
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10.4 Mehaniska tiriSana

Sakara ar starptautiskajiem standartiem (EN ISO 15883) un nacionalajam vadlinijam,
vajadzetu bat tikai apstiprinatam mehaniskas tirisanas un dezinfekcijas procediram.
Automatizétai tiriSanai més iesakam standarta programmu kirurgiskiem instrumentiem, piem.
Instrumenti no Miele.

levérojiet Sadus ieladésanas:

B Noslédziet izjauktos vai atvértos instrumentus drosi paplaté.

I Instrumenti ar atverém un padzilinajumiem ir janovieto ar atvérto pusi, kas vérsta uz

leju, lai tos varétu iztirt un tajos nevar savakt Gdeni no tiriSanas procesa.

B Ja pieejams, izmantojiet koordinétu skalo$anas ierici.

B Novietojiet instrumentus ar savienojumiem atvérta stavoklt tirfiSana, un dezinfekcijas
masina.

B Jair pieejama skaloSanas ierice, pieméram, Luer-Lock savienojums, ta jaizmanto, ka
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paradits attela.

-

Sakotnéjai skaloSanai seko kimiska viela. Kimiskajai tiriSanai vajadzétu notikt 40°C-60°C vis-
maz 5 minutes.

Més iesakam produktus ar pH vertibu 9-10 laika, piem. Neodisher Mediclean Forte no Dr. Wei-
gert. Izmantotie tiriSanas Iidzekli jaizvelas atkariba no instrumentu materialiem un pasibam un
saskana ar nacionalajiem noteikumiem: ja tdenT ir augsta hlorida koncentracija, instrumentiem
var notikt korozija. Sada veida paradisanas

Korozija tiek samazinata [[dz minimumam, izmantojot sarmainus tirisanas lidzeklus un
demineralizétu Gdeni. Pievienojot uz skabes bazes neitralizacijas barotni, sarmainas tiriSanas
ltdzeklu atlikumu izskaloSana tiek atvieglota pirma starpposma skaloSanas procesa laika.

Lai novérstu nogulSnu veidoSanos, ieteicams izmantot neitralus tiriS8anas lidzeklus, kur Gdens
kvalitate ir nelabvéliga. Péc otra starpposma skalo$anas procesa notiek termiska dezinfekcija.
Termiska dezinfekcija javeic ar demineralizétu Gdeni, kas atbilst mikrobiologiskajai dzerama
ddens kvalitatei (< 100 CFU/ml dzerama tdens), 80 Iidz 95 °C temperatira un iedarbibas
laika saskana ar EN ISO 15883.
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Péc programmu pabeigSanas iznemiet no masinas, jo korozija var rasties, ja instruments pa-
liek masina.

Y Parametri, ko izmanto sagatavoSanas apstiprinasanai

Lepriek$éja skalo$ana 1 minate ar aukstu krana tdeni

Temperatira: 55°C

TiriSana Mércésanas laiks: 5 mindtes (sliktakais gadijums)

Neodisher Mediclean Forte 0,4% (sliktakais gadijums)

Temperatira: auksts demineralizéts tdens

Neitralizacija Meércésanas laiks: 2 minates

Neodisher Z 0,1%

Noskalo$ana 2 minGtes ar aukstu demineralizétu Gdeni

Temperatara: 90 °C (Ag 3000)
Dezinfekcija

MérceésSanas laiks: 5 minates

10.5 Zavésana

- =

NodroSiniet atbilstoSu zavesanu, izmantojot tiridanas un dezinfekcijas ierici vai izmantojot citus
piemérotus pasakumus.

v Zavésana tika izlaista validacija (sliktakais gadijuma).

11 UzturésSana, parbaude

Péc atdzeséSanas 1dz istabas temperatirai instrumenti ir vizuali japarbauda, vai nav olbaltum-
vielu atliekas un citu piesarnojumu. Slaukas, barjeras, slédzenes, caurules un citas ir grati
parbaudit, kuram ir grati pieklat. Instrumenti, kas nesatur atlikumus, ir atkartoti japaklauj visam
parstrades procesam.

Lai nodrosinatu, ka kirurgiskos instrumentus var izmantot paredzétajam mérkim péc atkartotas
apstrades, ir javeic funkcionalad parbaude péc vizualas parbaudes un apripes pasakumu
tinSanas, dezinfekcijas un sausas. Veiciet funkcionalos testus, kas atceltas 11.1.

Instrumenti, kas ir iekrasoti, blvi, saliekti, vairs nedarbojas, ir bojati jebkada cita veida vai in-
strumentu mark&jums vairs nav atpazistams (pieméram, mark&jums, UDI kods vairs nav
salasams), ir jaizmet!

Lai palidzétu identificét kladainus instrumentus, kas jasakarto, més iesakam brosaru "instru-
mentu atkartota apstrade” no darba grupas "instrumentu sagatavoSanas". Tas ietvéra 8.
nodalu "Parbaudes un apriipe" un 12. nodala "Virsmas izmainas: nogulsnes, krdsas maina,
korozija, novecoSanas, pietikuma un stresa plaisas".
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11.1  Funkciju tests

Nesen iegadatajam produktam péc piegades un pirms katras lietoSanas ir javeic ripiga vizuala
un funkciju parbaude.

Produktiem japarbauda, vai nav parkapumu.Pievérsot uzmanibu plaisam, ldzumiem un koro-
Zijas rasanas gadijumiem.

Ja ir locitavas, instrumentiem pirms funkcionala testa jabat ieelliem ar apripes produktu.Més
iesakam medicinisko balto ellu, kuras pamata ir parafina ella.

Parbaudiet instrumentus ar locitavam, lai atvieglotu kustibu.

Japarbauda arT markéjuma salasamiba.

Veiciet funkcijas parbaudi saskana ar paredzéto instrumenta pielietojumu.

Batiski testi instrumentiem ar Serraciju un zokli ir cita starpa:
[ Pareiza atvérSana un aizvér$ana (vienmériga kustiba, pabeigta)

I neskarta serracija (saliekta, salauzta)
[ Zok!iem ir jaaizver pareizi
@ Netiek mest Zok|us (Skérsot)

Bojatus produktus nedrikst izmantot, un pirms atgrieSanas tiem atkal ir javeic viss prefaracijas
arstéSanas process.

12 Sterilizacija

Pirms sterilizacijas produktiem javeic tiriSana un dezinfekcija, janosaka, bez atlikumiem, iz-
mantojot demineralizétu Gdeni, un saudzigi Zzavé. HEBUmedical iesaka izmantot validétu tvai-

ka sterilizacijas procesu (pieméram, sterilizators, kas atbilst EN 285 un apstiprinats saskana ar
Din En ISO 17665-1).

Izmantojot frakcionéto vakuuma metodi, sterilizacija javeic ar vismaz 134°C (ASV 132°C) ar
minimalo aizieSanas periodu 3 minutes. ZavéSana vakuuma javeic, veicot vismaz 20
minates.

Y Parametri, ko izmanto tvaika sterilizacijas validacijai

Prevacuum 3 reizes

Sterilizacijas temperatiira 132 °C

Sterilizacijas laiks 1,5 mindtes (puscikla metode)
Zavésanas laiks 20 minates

Tvaikam jabat bez sastavdalam, ieteicamas robezvértibas padeves tdenim un tvaika
kondensatam ir noteiktas standarta EN 285.

Citi sterilizacijas procesi ir saderigi, bet HEBUmedical tos nav apstiprinajis.

levérojiet ieteikto kopé&jo svaru iekrausanas laika! Péc sterilizacijas parbaudiet, vai sterilo precu
iepakojums nav bojats, un parbaudiet sterilizacijas indikatorus.
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12.1 lesainojums

Sterilizacijai paredzéto produktu standarta prasibam atbilstoSs iepakojums saskana ar ISO
11607. lepakojumam jabiit instrumentiem piemérotam un aizsargatam pret mikrobiologisko
piesarnojumu uzglabasanas laika. Blivéjums nedrikst bat saspriegots. HEBUmedical ka
sterilizacijas iepakojumu iesaka konteinerus vai tipisku slimnicas papira/pléves iepakojumu.

Validacijas Taika instrumenti tika iesainofi slimnicas parasto sterilizacijas iesainojumos
Y (papira/plévju iesainojumos) un sterilizétu tvaiku.

13 Muizs

Tvaika sterilizacijas proceddira tika apstiprinata ar laboratorijas testiem. Produkti tika sterili
apstiprinati vismaz 5 minGsu ilguma pirms vakuuma un temperattra 134°C visu mzu 50 cik-
los.

Jus varat turpinat izmantot instrumentus sava atbildiba par So cikla vértibu, ja testi apraksti 7.

nodala ir veiksmigi pabeigti.

14 Uzglabasana

Uzglabat produktus sausa, tird un no putekliem briva vidé mérena temperatura no 5°C lidz
40°C.
Sargat no saules gaismas un maksligas gaismas.

K& )

15 Uzglabasana

Uzglabat produktus sausa, tird un no putekliem briva vidé mérena temperatura no 5°C lidz
40°C.
Sargat no saules gaismas un maksligas gaismas.

<Vl

N
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16 Garantija / remonts

Masu produkti tiek razoti no augstas kvalitates materialiem un rtpigi parbauditi pirms
nosatiSanas.Tomer, pat ja to pareizi lieto saskana ar paredzeto mérki, vini ir paklauti lielaku vai
mazaku nodiluma pakapi atkariba no to lietoSanas intensitates.

Sis nodilums ir tehniski izraisits un neizbégams.

Ja kludas rodas neatkarigi no nodiluma, ltdzu, sazinieties ar misu klientu apkalposanu.
Bojatus produktus vairs nevajadzétu izmantot.

Pirms atgrieSanas viniem jaiziet viss sagatavoSanas process.

17 Atkritumu iznicinasana

Pirms iznicindSanas izstradajumam javeic pilniga parstrade un sterilizacija saskana ar $aja lie-
toSanas instrukcija aprakstito procedadru.

Infekcijas risks no piesarnotiem produktiem!

& B Iznicinot izstradajumu, ta sastavdalas un iepakojumu, jaievéro valsts notei-
kumi.
Traumu risks, ko var radit asas malas un/vai smaili izstradajumi!
& I Izmetot izstradajumu, janodrosina, lai iepakojums nepielautu savainojumus

ar izstradajumu.

18 Pakalpojumu un razotaja adrese

Ja ir vajadzigas instrukcijas, kas paredzéta lietoSanai papira forma, lGdzu, izmantojiet zemak
uzskaitito kontaktinformaciju.Noradijumi par izmantoS$anu papira forma jums bds pieejami
septinu kalendaro dienu laikad péc pieprasijuma sanemsanas.

Alternativi var izdrukat arT elektroniskas instrukcijas lietoSanai.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Vacija
Talr.: +49 74619471 -0

E-pasts: service@HEBUmedical.de
C € 0123 Web: www.HEBUmedical.de
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1 Simboliy paaiskinimai

Simbolis Apibrézimas
c € 0123 CE Zenklinimas
A Pavojus
Y Patvirtinti parametrai
d Patvirtinti parametrai
LOT Partijos pavadinimas
REF Saltinio numeris
&On]y Medicinos prietaisas /
FDA receptinis prietaisas
MD Medicininis prietaisas
)] Ne sterilus
:-“'\‘]'% Laikyti atokiau nuo saulés spinduliy

Laikyti sausai

/l’ Temperatura

EB] [1i] (Elektroniné) naudojimo instrukcija

Hinweis auf olFU
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Pacientams, turintiems Sirdies stimuliatoriy,

R intervencija netaikoma

2 |vadas

|sigydami §j prietaisg gaunate aukstos kokybés gaminj, kurio tinkamas tvarkymas ir naudoiji-
mas aprasytas toliau.

Siekdami sumazinti rizikg ir nereikalingg stresg pacientams, naudotojams ir treCiosioms Salims,
atidziai perskaitykite naudojimo instrukcijg ir laikykite jg saugioje vietoje.

Misy produktai yra skirti tik profesionaliam naudojimui pagal paskirtj, atitinkamai apmokytiems
ir kvalifikuotiems specialistams, ir juos gali jsigyti tik Sie specialistai.

3 Numatytas naudojimas

3.1 Paskirtis

Monopolinis arba bipolinis produktas, naudojamas kraujagysliy ar audiniy rySuliy kre$éjimui
hemostazei. Jis néra skirtas naudoti tiesioginiam kontaktui su Sirdimi, centrine kraujotakos sis-
tema ar centrine nervy sistema. Tai daugkartinis produktas.

3.2 Taikymo sritis

Produktas naudojamas SN chirurgijoje. Jj gali naudoti tik apmokytas ir kvalifikuotas specialis-
tas.

3.3 Kontraindikacijos

HF bipolinés spaustukai neturi bati naudojamos centrinés nervy ar kraujotakos sistemose.
KiausSintakiy perriSimas néra saugus pritaikymas.

3.4 Tiksliné pacienty grupé

Produktai tinka visoms pacienty grupéms.

3.5 Maksimali elektriné apkrova

Maksimali elektrine apkrova yra 0,3 kVp.
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4 Naudojimas

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkcinis testas sterilioje operacinéje zonoje

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operacija

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Surinkimas ir iSmontavimas

5.1  ASmeny iSmontavimas

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

PAVOJUS!

& Niekada nenuimkite peiliy pirStais — susizeidimo pavojus!
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5.2 Valymas

3. Clean upper and lower parts of
blade duct

5.3 ASmeny surinkimas

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Ispéjimai apie pavojy

Produktus gali naudoti tik kartu su HEBU priedais ir tik kliniSkai apmokytas specialistas.
Elektrody negalima lenkti, nes tai gali sugadinti medziagg ir nullzti elektrodas. HF jrenginio
iSéjimo galia gali bati nustatyta tik tokia, kokia batina intervencijai. Jei jprastas kreSéjimas ne-
pasiekiamas nepaisant standartiniy HF jrenginio nustatymy, niekada nedidinkite jrenginio
iSéjimo galios pries tai nepatikrine. Batina iSsamiai patikrinti: nepriekaistingg visy HF kiStuky ir
laidy kontakta, kojinio jungiklio arba pirstinio jungiklio ant rankenos veikimg, HF kabeliy
izoliacijg, prietaisa, taip pat distalinio galo Svaruma ir nusidévéjima. aktyvusis elektrodas (-ai).
Prie$ pradédami operacijg, patikrinkite, ar monitoriai sklandZiai perduoda signalus (pvz., be tri-
uk8mo), paspausdami geltong (CUT) ir mélyng (COAG) mygtuka.

Noréedami iStraukti HF kabelj, visada suimkite uz kistuko. Niekada netraukite uz HF kabelio,
nes tai gali sugadinti. Kabeliai su pazeista / trapi izoliacija arba elektros kabelio pertrauka (dél
stipraus kabelio sulenkimo ar suspaudimo) gali nudeginti vartotojg / pacientg ar net sukelti
gaisrg. Aktyviy HF instrumenty ir auk&to daZnio rankenéliy negalima déti ant paciento, kad baty
iSvengta suzZalojimo netycia jsijungus HF.

Norint iSvalyti aktyvius elektrodus, ,Auto Start” rezimas (tik dvipoliam naudojimui) turi
bati iSjungtas arba prietaisas turi bati atjungtas nuo generatoriaus. Antgalio sritis i$
karto po aktyvinimo gali bati karsta, t. y. kyla nudegimy pavojus.

Endogeniniai nudegimai yra nudegimai, kuriuos sukelia didelis srovés tankis paciento audi-
niuose. Priezastys gali b{ti Sios: Pacientas netycia lieCiasi su elektrai laidziomis dalimis. Jei HF
kabeliai tiesiogiai lie€iasi su oda, talpinés srovés gali nudeginti.

Egzogeniniai nudegimai yra nudegimai, kuriuos sukelia uzsiliepsnojanciy skys€iy ar dujy
karstis. Taip pat galimi sprogimai. Priezastys gali biti: odos valymo ir dezinfekavimo priemoniy
uzdegimas, anesteziniy dujy uzdegimas ir kt.

Sirdies stimuliatoriai gali biiti paZeisti dél HF srovés. Prie$ procediirg pasikonsultuo-
@ kite su kardiologu. Niekada neatlikite ambulatoriniy procediry naudojant HF srove pa-
cientams, turintiems Sirdies stimuliatoriy.
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7

Saugos instrukcijas

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades
Manual Instruction

(]

Saugos instrukcijas

Medicinos prietaisai pristatomi nesterilus ir prieS pirmg naudojima turi bati iSvalyti, de-
zinfekuoti ir sterilizuoti.

Prie$ kiekvieng naudojimg instrumentas turi bati apzitretas, ar jis nepazeistas ir
neuzterstas!

Pries kiekvieng naudojimg patikrinkite, ar nepazeista elektrody ir veleno ilgintuvo izo-
liacija.

Nenaudokite gaminiy su defektais!

Nenaudokite, kai yra degiy ar sprogiy medziagy!

Niekada nedékite jo ant paciento ar jo arti jo!

HEBUmedical aiSkiai jspéja nepratesti gaminio. Bet koks pratesimas reiskia, kad HE-
BUmedical GmbH neprisiima atsakomybes.

Apsaugokite Siuos gaminius nuo bet kokiy mechaniniy pazeidimy! Nemeskite! Nenau-
dokite jokios jegos.

Venkite mechaninio per didelio gaminio ir jo komponenty jtempimo, nei numatyta pro-
jekte, nes tai gali sugadinti ir prarasti funkcijas!

Sugedusiy HF kabeliy ar rankeny paprastai taisyti negalima. Jie turi bati pakeisti nau-
jais.

d 4 =4 Wi N> N N NN

Laikykités gamintojo nurodymy dél elektros apkrovos!
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Paciento apsauga nuo kontakto su jzemintais metaliniais elementais (operacine stalu,
IV stulpu ir kt.) procediiros metu.

Siy gaminiy negalima valyti ultragarso vonioje.

Nesterilizuokite produkto karsto oro sterilizatoriumi.

Jei produktai naudojami pacientams, sergantiems uzkre€iamaja spongiformine ence-
falopatija arba ZIV infekcija, mes neprisiimame jokios atsakomybés uZ pakartotinj
naudojima.

Apie visus rimtus incidentus, susijusius su prietaisu, reikia pranesti gamintojui ir
valstybés narés, kurioje yra jsisteiges naudotojas ir (arba) pacientas, kompetentingai
institucijai.

> BB B

10 ParuosSimas

Asmuo, atsakingas uz parengiamajj gydyma, yra atsakingas uz tai, kad gydymas baty tinka-
mas naudoti naudojant atitinkama jranga, medziagas ir personalg gydymo jstaigoje, todél pa-
siekia norimg rezultatg. Tam reikia patvirtinti ir atlikti jprastg naudojamo proceso stebéjima.
Mes raginame atkreipti démes;j j nacionalinius taisykles, susijusias su prietaisy paruoSimu.

Patvirtinti parametrai nurodo daugkartinio naudojimo chirurgijos instrumentus. Patvirtinti para-
metrai turéty bati laikomi kity produkty, kuriems buvo nuspresta, parametrai, nebent baty aiski-
ai aprasyta kitokia proceddra.

10.1 Informacija apie prietaisy paruosima

B Naudokite valymo ir (arba) dezinfekavimo agentus, kuriy pH verté yra 9—10.

Stebékite gamintojo instrukcijas dél dozavimo, ekspozicijos laiko ir sprendimy atnauiji-
nimo.

Naudokite tinkamus Sepecius, kurie nepasalina medZiagos, t. y. nenaudokite kiety
Sepediy (pvz., metaliniy Sepeciy ir metaliniy kempiniy) arba Siurk¢iy abrazyviniy vali-
kliy.

Niekada nepalikite instrumenty valymo ar dezinfekavimo agenty ilgiau nei nurodytu
laiku.

Atskleiskite ir atsargiai iSdzZiovinkite kanalais ir vamzdziais.

Jautrs instrumentai turi bati iSvalyti laikymo ar spaustuko armattros jrenginiu.

Stebékite gamintojo valymo ir sterilizavimo jrangos instrukcijas.
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10.1.1 Vandens kokybé

Norint valyti, neutralizuoti ir skalauti, mes rekomenduojame naudoti demineralizuotg vandenj
pagal ,DGKH, DGSV, AKI gairés, AKI, kad buty galima patvirtinti ir jprastai stebéti
automatizuotg valymo ir Siluminio dezinfekavimo procesus medicinos prietaisams ir atvejy prin-
cipams” (Rekomendacijos reiskia DIN EN ISO 15883-1 taskg 6. 4. 2).

Remiantis gairémis, rekomenduojamos Sios vertés:

laidumas: €15 ps/cm (nukrypstant nuo DIN EN 285 lentelés)
pH verté: 5-7

Bendrasis kietumas: <0,02 mmol CaOl/l

Druskos kiekis: < 10 mg/

Fosfatai (kaip P,05): <0,5 mgl/l

Silikatai (kaip SiO5): =1 mgl/l

Chloridas: <2 mg/

10.2 PasiruoSimas naudojimo vietoje

ISkart po naudojimo tinkamu Sepetéliu (Zr. Kapitel 10.1 skyriy) nuvalykite nuo instrumenty
stambius neSvarumus ir nuplaukite darbines kaniules. Nelietojiet nekadus fiksatorus vai karstu
ddeni (> 40°C), jo tas izraisa atlikumu fiksaciju un var ietekmét turpmakas tiriSanas
panakumus.

Instrumentus péc iespéjas izjauciet un/vai atveriet.

Péc lietoSanas instrumenti janotira péc iespéjas atrak, lai samazinatu atlieku izzZGSanu un
tadéejadi atvieglotu tirisanu. Ja instrumenti nonak saskaré ar kodigiem medikamentiem vai
tiriSanas [1dzekliem, talit péc lietoSanas tos noskalojiet ar adeni.

ligaks zavésanas laiks, pieméram, sausas iznicinaSanas laika, nav apstiprinats, tapéc nav ie-
teicams.

Y DzZiovinimo laikas patvirtinimo metu buvo 1 valanda.

10.3 Rankinis valymas

Kadangi mechaninius procesus galima standartizuoti, atkurti ir todél patvirtinti, turéty
bati teikiama pirmenybé mechaniniam valymui/dezinfekcijai, o ne rankiniams proce-

& sams. Rankinio valymo ir dezinfekavimo procesas néra patvirtintas, o galutinis varto-
tojas papildomai patvirtina.
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10.4 Mechaninis valymas

Dél tarptautiniy standarty (EN ISO 15883) ir nacionaliniy gairiy turéty bati patvirtintos tik me-
chaninio valymo ir dezinfekavimo proceddros. Automatiniam valymui rekomenduojame
standartine chirurginiy instrumenty programag, pvz. Instrumentai i Miele.

Jkeliant stebékite Siuos dalykus:

B ] dékia tvirtai jdékite iSardytus ar atidarytus instrumentus.

B Instrumentai su angomis ir jdubomis turi bati dedami su atvira puse nukreipta Zemyn,
kad jas buty galima iSvalyti, ir juose negalima surinkti vandens i$ valymo proceso.

B |dékite instrumentus su jungtimis j atidarytg padétj j valyma, ir dezinfekavimo masing
B Jei yra praplovimo jtaisas, pvz., Luer-Lock jungtis, jj reikia naudoti taip, kaip parodyta

256



Kraujagysliy sandarinimo instrumentas Biseal® su pjovimo funkcija [:El m

paveikslélyje.

Po pirminio skalavimo atliekamas sausas valymas.
Cheminis valymas turéty bati atliekamas 40-60°C temperatiroje ne trumpiau kaip 5 minutes.

Rekomenduojame naudoti valymo priemones, kuriy pH verté yra 9-10, pavyzdziui, Neodisher
MediClean forte i$ ,Dr. Weigert. Valymo priemonés pasirinkimas priklauso nuo instrumenty
medZziagos ir savybiy bei nacionaliniy taisykliy.

Jei vandenyje padidéja chloridy koncentracija, ant instrumenty gali atsirasti tadkinés ir
jtemptosios korozijos jtrakimy.

Tokios korozijos atsiradimg galima sumazinti naudojant Sarmines valymo priemones ir
demineralizuotg vanden;.

Pridéjus ragstinés neutralizuojamosios medzZiagos, per pirmajj tarpinj plovimg lengviau nuplauti
Sarminiy plovikliy liku€ius.

Siekiant iSvengti nuosédy susidarymo, jei vandens kokybé nepalanki, rekomenduojama nau-

doti neutralias plovimo priemones.
Po antrojo tarpinio skalavimo atliekama terminé dezinfekcija.
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Terminé dezinfekcija turéty bati atliekama naudojant demineralizuotg vandenj, atitinkant;
mikrobiologine geriamojo vandens kokybe (< 100 CFU/mI geriamojo vandens), esant 80-95 °C
temperatirai ir poveikio laikui pagal EN ISO 15883.

Pasibaigus programai, skalbiniai turi bati iSimti i8 skalbyklés, nes like skalbykléje gali sukelti
korozijg.

Y Parametrai, naudojami paruosimo patvirtinimui

ISankstinis skalavimas 1 minuté su Saltu vandentiekio vandeniu

Temperatira: 55°C

Valymas Mirkymo laikas: 5 minutés (blogiausias atvejis)

Neodisher Mediclean Forte 0,4% (blogiausias atvejis)

Temperatira: Saltas demineralizuotas vanduo

Neutralizavimas Mirkymo laikas: 2 minutés

Neodisher Z 0,1%

Po skandalas 2 minutés su $altu demineralizuotu vandeniu

Temperatira: 90 °C (Ag 3000)
Dezinfekavimas

Mirkymo laikas: 5 minutés

10.5 Dziovinimas

Uztikrinkite tinkama dziovinimg valymo ir dezinfekavimo jtaisu arba naudodamiesi kitomis tin-
kamomis priemonémis.

v Dziovinimas buvo praleistas patvirtinant (blogiausio atvejo salyga).

11 Prieziura, patikrinimas

Atvése iki kambario temperatiros, prietaisai turi bati vizualiai tikrinami, ar néra baltymuy liekany
ir kity uzter8imo. Pladai, uztvaros, spynos, vamzdZziai ir kiti yra sunkiai prieinami. Instrumentai,
kurie néra likugiai, turi bati pakartotinai veikiami viso perdirbimo proceso.

Norint uztikrinti, kad chirurginiai instrumentai galéty bati naudojami jy numatytam tikslui po per-
dirbimo, bitina atlikti funkcinj bandyma po valymo, dezinfekavimo ir iSdziovinimo vizualinio pa-
tikrinimo ir prieziGros priemoniy. Atlikite funkcinius testus, kurie buvo nusprestos 11.1 punkte.
Priemonés, kurios yra démétos, bukos, sulenktos, nebefunkcionuoja, kitaip pazeistos arba
priemonés Zenklinimas nebeatpazjstamas (pvz., Zenklinimas, UDI kodas nebejskaitomas), turi
bati iSmestos!
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Norédami padéti nustatyti sugedusius instrumentus, kuriuos reikia sutvarkyti, mes rekomen-
duojame broSiiros ,prietaiso perdirbimg” i8 darbo grupés ,Instruments paruosimo®. Tai apemeé
8 skyriy ,Patikimai ir priezitra“ ir 12 skyrius ,PavirSiaus pokydiai: indéliai, spalvos pasikeitimas,
korozija, senéjimas, patinimas ir streso jtrikimai“.

11.1 Funkcijos testas

Nauijai jsigytas produktas turi bati patikrintas iSsamiai tikrinant ir funkcionuojant po jo pristatymo
ir prie$ kiekvieng naudojima.

Produktai turi bati patikrinti, ar néra pazeidimy. Atkreipkite démesj j jtrakimus, [0Zius ir korozijos
atsiradima.

Jei yra sgnariy, pries funkcinj bandyma instrumentai turéty bati sutepti su priezitiros produktu.
Mes rekomenduojame medicininj baltg aliejy, pagrjstg parafino aliejumi.

Norédami lengviau judéti, patikrinkite instrumentus su jungtimis.

Taip pat reikia patikrinti, ar zenklinimas yra jskaitomas.

Atlikite funkcijos patikrinimg pagal numatytg prietaiso taikyma.

Svarbus instrumenty, turin€iy Serration ir zandikaulj, testai yra be kity:
P Teisingas atidarymas ir uzdarymas (sklandus judéjimas, baigtas)
I Nepazeista serracija (sulenkta, sulauzyta)
B Zandikauliai turi tinkamai uZsidaryti
B Nejmesti zandikauliy (kryZminis jkandimas)

Sugede produktai neturi bati naudojami ir, prie§ grazinant, turi biti dar kartg patyre visg
pirmenybés gydymo procesa.

12 Stérilisation

Pries sterilizavimg, produktai turi bati valomi ir dezinfekuojami, nuplaunami be liekany, naudo-
jant demineralizuotg vandenj, ir sklandZiai i8dZiovinti. HEBUmedical rekomenduoja naudoti

patvirtintg garo sterilizacijos procesg (pvz., Sterilizatoriy laikantis EN 285 ir patvirtintas pagal
DIN ENSO 17665-1).

Naudojant frakcionuoto vakuuminio metoda, reikia atlikti sterilizacija, esant maziausiai 134°C
(JAV 132°C), o maziausiai 3 minuciy buvimo laikotarpis. Dziovinimas vakuume turi bti
neSamas maziausiai 20 minuciy.

Y Parametrai, naudojami patvirtinti garo sterilizacija

Prevacuum 3 kartus

Sterilizacijos temperatiira 132 °C

Sterilizacijos laikas 1,5 minutés (pusés ciklo metodas)
Dziovinimo laikas 20 minuciy
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Garo sudétyje neturi bati sudedamuyjy daliy, rekomenduojamos tiekiamojo vandens ir garo kon-
densato ribinés vertés apibréztos standarte EN 285.

Kiti sterilizacijos procesai yra suderinami, ta¢iau HEBUmedical jy nepatvirtino.
Kraudami laikykités rekomenduojamo bendro svorio! Po sterilizacijos patikrinkite, ar nepazeis-
ta sterili pakuoté, ir patikrinkite sterilizacijos indikatorius.

12.1 Pakuote

Standartinius reikalavimus atitinkanti sterilizuojamy produkty pakuoté pagal ISO 11607.
Pakuoté turi bati tinkama instrumentams ir saugoti nuo mikrobiologinio uzterSimo laikymo me-
tu. Sandariklis neturi bati jtemptas. HEBUmedical kaip sterilizavimo pakuote rekomenduoja
konteinerius arba tipine ligoninés popierine/pléveline pakuote.

Patvirtinimo metu instrumentai buvo supakuoti  ligoninés bendrasias sterilizacijos pa-
kuotes (popierius/plévelés pakuotés) ir sterilizuoti garai.

13 Gyvenimas

Sterilizacijos garais procesas buvo patvirtintas laboratoriniais bandymais. Gaminiai buvo pat-
virtinti esant iSankstiniam vakuumui, kai blogiausi parametrai yra 5 minugiy trukmés ir 134°C
temperatiros, o eksploatavimo trukmé - 50 cikly.

Jei sékmingai atlikti 7 skyriuje apradyti bandymai, prietaisus savo rizika galite toliau naudoti
virsijus Sig cikly verte.

14 Saugojimas

Laikykite produktus sausoje, Svarioje ir be dulkiy aplinkoje, esant Siuolaikiniam vidutinio lygio
nuo 5°C iki 40°C.
Apsaugokite nuo saulés spinduliy ir dirbtinés Sviesos padariniy.

X&)

15 Garantija / remontas

Masy produktai yra gaminami i§ aukstos kokybés medziagy ir atidziai tikrinami pries
iSsiunc€iant. Taciau net ir tinkamai naudojami pagal jy numatytg tikslg, jiems taikoma didesnis ar
mazesnis nusidévejimas, atsizvelgiant j jy naudojimo intensyvuma.

Sis susidévéjimas yra techniskai sukeltas ir nei$vengiamas.

Jei gedimai atsiranda nepriklausomai nuo nusidéveéjimo, susisiekite su masy klienty aptarnavi-
mo tarnybomis. Nedrgsas produktai neturéty bati naudojami.

Pries grazindami jie turi atlikti visg parengiamajj gydymo procesa.
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16 Salinimas

Pries utilizuojant gaminj, jis turi bati visiSkai apdorotas ir sterilizuotas pagal Sioje naudojimo in-
strukcijoje aprasytg procedira.

Infekcijos pavojus dél uztersty produkty!
A I Salinant gaminj, jo sudedamasias dalis ir pakuote, batina laikytis nacionali-
niy taisykliy
Rizika susizeisti astriais krastais ir (arba) smailais gaminiais!
A I Salinant gaminj batina uztikrinti, kad pakuoté apsaugoty nuo susizalojimo
gaminiu.

17 Aptarnavimo ir gamintojo adresas

Jei reikalingos naudojimo popierinéje formoje instrukcijos, naudokite Zzemiau nurodytg
kontaktine informacija. Instrukcijos, skirtos naudoti popierinéje formoje, jums bus pateiktos per
septynias kalendorines dienas nuo uzklausos gavimo.

Kaip alternatyva, taip pat galima iSspausdinti elektronines naudojimo instrukcijas.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Vokietija
Tel. +49 74619471 -0

El. Pastas: service@HEBUmedical.de
c € 0123 Svetainé: www.HEBUmedical.de
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1 Verklaringen van symbolen

Symbool Definitie
c € 0123 CE-markering
A Attentie
v Gevalideerde parameters
d Fabrikant
LOT Batchnaam
REF Referentienummer
&Only Medisch apparaat / FDA - receptapparaat
MD Medisch apparaat
faas Niet steril
e Uit de buurt van zonlicht bewaren
2\
T Droog bewaren
/l’ Temperatuur
EB] Hw[':"]%]m (Elektronische) gebruiksaanwijzing
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- Geen interventie bij patiénten met pacemakers

2 Invoering

Met de aankoop van dit instrument ontvangt u een hoogwaardig product, waarvan de juiste
hantering en het juiste gebruik hieronder worden beschreven.

Om risico's en onnodige stress voor patiénten, gebruikers en derden te minimaliseren, dient u
de gebruiksaanwijzing zorgvuldig te lezen en op een veilige plaats te bewaren.

Onze producten zijn uitsluitend bestemd voor professioneel gebruik in overeenstemming met
hun beoogde doel door adequaat opgeleid en gekwalificeerd personeel en mogen alleen door
hen worden aangeschaft.

3 Beoogd gebruik

3.1 Beoogd doel

Een monopolair of bipolair product dat wordt gebruikt voor het stollen van bloedvaten of bun-
dels weefsel voor hemostase. Het is niet bedoeld voor direct contact met het hart, het centrale
bloedsomloopstelsel of het centrale zenuwstelsel. Het is een herbruikbaar product.

3.2 Indicatie

Het product wordt gebruikt bij HF-chirurgie. Het mag uitsluitend door geschoold en gekwalifi-
ceerd vakpersoneel worden gebruikt.

3.3 Contra-indicaties

De HF-bipolaire klemmen mogen niet worden gebruikt in verband met het centrale zenuwstel-
sel of de bloedsomloop. Afbinden van de eileiders is geen veilige toepassing.

3.4 Patiéntendoelgroep

De producten zijn geschikt voor alle patiéntgroepen.

3.5 Maximaal elektrisch draagvermogen

Maximaal elektrisch draagvermogen bedraagt 0,3 kVp.
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4 Toepassing

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Functioneel testen in de steriele operatieruimte

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operatie

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montage en demontage

5.1 Demontage van het mes

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

GEVAAR!

& Verwijder de messen nooit met uw vingers - gevaar voor letsel!

268



Vasculair afdichtingsinstrument Biseal® met snijfunctie I::Ei] m

5.2 Schoonmaak

3. Clean upper and lower parts of
blade duct

5.3 Mesmontage

4. Insert new blade until it is caught in. Only
then remove protective cap.

269



Dil Vasculair afdichtingsinstrument Biseal® met snijfunctie
6 Waarschuwingen voor gevaar

De producten mogen alleen in combinatie met HEBU-accessoires en alleen door klinisch ge-
schoold vakpersoneel worden gebruikt. Elektroden mogen niet worden gebogen, omdat dit het
materiaal kan beschadigen en ertoe kan leiden dat de elektrode afbreekt. Het uitgangsvermo-
gen van het HF-apparaat mag alleen worden ingesteld op de waarde die absoluut noodzakelijk
is voor de interventie. Als ondanks de standaardinstellingen van het HF-apparaat de gebruike-
lijke coagulatieprestaties niet worden bereikt, mag u het uitgangsvermogen van het apparaat
nooit verhogen zonder eerst te controleren. Het volgende moet in detail worden gecontroleerd:
perfect contact van alle HF-stekkers en kabels, werking van de voetschakelaar of de vinger-
schakelaar op het handvat, isolatie van de HF-kabels, het instrument en de reinheid en slijtage
van het distale uiteinde van de actieve elektrode(n). Controleer voordat u met de bediening be-
gint of de monitoren de signalen soepel (bijvoorbeeld zonder ruis) doorgeven door op de gele
knop (CUT) en de blauwe knop (COAG) te drukken.

Om de HF-kabel eruit te trekken, moet u altijd de stekker vastpakken. Trek nooit aan de HF-
kabel, omdat dit schade kan veroorzaken. Kabels met een defecte/broze isolatie of een breuk
in de elektrische kabel (door ernstig knikken of pletten van de kabel) kunnen brandwonden bij
de gebruiker/patiént veroorzaken of zelfs brand veroorzaken. Actieve HF-instrumenten en HF-
handvatten mogen niet op de patiént worden geplaatst om persoonlijk letsel te voorkomen als
de HF per ongeluk wordt geactiveerd.

Om de actieve elektroden te reinigen, moet de “Auto Start’-modus (alleen voor bipolair
gebruik) worden gedeactiveerd of moet het instrument worden losgekoppeld van de

generator. Direct na activering kan het puntgedeelte nog heet zijn, d.w.z. er bestaat

gevaar voor brandwonden.

Endogene brandwonden zijn brandwonden die worden veroorzaakt door een hoge stroom-
dichtheid in het weefsel van de patiént. Oorzaken kunnen zijn: De patiént komt per ongeluk in
contact met elektrisch geleidende onderdelen. Als HF-kabels direct in contact komen met de
huid, kunnen capacitieve stromen brandwonden veroorzaken.

Exogene brandwonden zijn brandwonden veroorzaakt door de hitte van ontstoken vloeistof-
fen of gassen. Explosies zijn ook mogelijk. Oorzaken kunnen zijn: ontsteking van huidreini-
gings- en desinfectiemiddelen, ontsteking van verdovingsgassen, etc.

Pacemakers kunnen door HF-stroom beschadigd raken. Raadpleeg voér de proce-
® dure een cardioloog. Voer nooit poliklinische procedures uit met HF-stroom bij patién-
ten met pacemakers.
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7

Veiligheidsinstructies

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.
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Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

(]

Veiligheidsinstructies

De medische hulpmiddelen worden niet-steriel geleverd en moeten voor het eerste
gebruik worden gereinigd, gedesinfecteerd en gesteriliseerd.

Véor elk gebruik moet het instrument visueel worden gecontroleerd op beschadigin-
gen en verontreinigingen!

Controleer voor elk gebruik de isolatie van de elektroden en de asverlenging op be-
schadigingen.

Gebruik geen defecte producten!

Niet gebruiken in de aanwezigheid van brandbare of explosieve stoffen!

Plaats het nooit op de patiént of in de directe omgeving ervan!

HEBUmedical waarschuwt uitdrukkelijk voor verlenging van het product. Elke verlen-
ging leidt tot uitsluiting van aansprakelijkheid van HEBUmedical GmbH.

Bescherm deze producten tegen mechanische schade! Niet gooien! Gebruik geen
kracht.

Vermijd mechanische overbelasting van het product en zijn componenten buiten het
ontwerp; dit kan leiden tot schade en functieverlies!

Defecte HF-kabels of handgrepen mogen in principe niet worden gerepareerd. Ze
moeten worden vervangen door nieuwe.

Neem de instructies van de fabrikant met betrekking tot de elektrische belastbaarheid
in acht!

d 4 =4 Wi N> N N NN
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Bescherming van de patiént tegen contact met geaarde metalen elementen (operatie-
tafel, infuuspaal, enz.) tijdens het aanbrengen.

De producten mogen niet in een ultrasoonbad worden gereinigd.

Steriliseer het product niet in heteluchtsterilisator.

Als de producten worden gebruikt bij pati€nten met overdraagbare spongiforme ence-
falopathie of HIV-infectie, wijzen wij elke verantwoordelijkheid voor hergebruik af.

Alle ernstige incidenten die verband houden met het hulpmiddel moeten worden ge-
meld aan de fabrikant en de bevoegde autoriteit van de lidstaat waar de gebruiker en/
of patiént gevestigd is.

> BB B

10 Voorbereiding

De persoon die verantwoordelijk is voor de voorbereidende behandeling is verantwoordelijk om
ervoor te zorgen dat de behandeling naar behoren wordt aangekondigd met behulp van de re-
levante apparatuur, materialen en personeel in de behandelingsfaciliteit en zo het gewenste
resultaat bereikt. Dit vereist validatie en routinematige monitoring van het gebruikte proces. We
raden u aan kennis te nemen van de nationale voorschriften die betrekking hebben op instru-
mentvoorbereiding.

De gevalideerde parameters verwijzen naar herbruikbare chirurgische instrumenten. De geva-
lideerde parameters moeten worden waargenomen voor de andere beschreven producten,
tenzij een andere procedure expliciet wordt beschreven.

10.1 Informatie over instrumentvoorbereiding

Gebruik schoonmaak- en/of desinfectiemiddelen met een pH-waarde binnen 9-10.

Let op de instructies van de fabrikant met betrekking tot dosering, blootstellingstijd en
verlenging van oplossingen.

Gebruik geschikte borstels die geen materiaal verwijderen, dus geen harde borstels
(zoals metalen borstels en metalen sponzen) of grove schuurmiddelen.

Laat instrumenten nooit langer dan de gespecificeerde tijd achter in instrumenten bij
het reinigen of desinfectiemiddelen.

Spoel en droog voorzichtig door kanalen en leidingen.
Gevoelige instrumenten moeten worden gereinigd in een opslag- of klemarmatuur.
Observeer fabrikantinstructies voor het reinigen - en sterilisatieapparatuur.
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10.1.1 Waterkwaliteit

Voor reiniging, neutralisatie en spoelen raden we het gebruik van gedemineraliseerd water aan
in overeenstemming met de "richtlijin DGKH, DGSV, AKI voor de validatie en routinematige mo-
nitoring van geautomatiseerde reiniging en thermische desinfectieprocessen voor medische
hulpmiddelen en op de principes van apparaten" (The Richtlijn verwijst naar DIN EN ISO
15883-1 punt 6.4.2).

Volgens de richtlijn worden de volgende waarden aanbevolen:

Geleidbaarheid: <15 ps/cm (afwijkend van de tabel in DIN EN 285)
pH-waarde: 5 -7

Totale hardheid: <0,02 mmol CaOl/l

Zoutgehalte: <10 mg/I

Fosfaat (als P,O5): 0,5 mg/I

Silicaat (als SiO,): <1 mg/I

Chloride: £ 2 mg/I

10.2 Voorbereiding op de plaats van gebruik

Verwijder onmiddellijk na gebruik grof vuil van de instrumenten met een geschikte borstel (zie
hoofdstuk Kapitel 10.1) en spoel de werkende canules uit. Gebruik geen bevestigingsmiddelen
of heet water (> 40°C), omdat dit ertoe leidt dat residuen gefixeerd worden en het succes van
de sub -daaropvolgende reinigingsbewerking kunnen beinvioeden

Demonteer en/of open instrumenten zo ver mogelijk. Binnen korte tijd na gebruik de instrumen-
ten reinigen de instructies voor het verminderen van een drogen van de residuen.

Dit maakt het mogelijk om eenvoudiger schoon te maken. Als instrumenten in contact komen
met corroderende medicijnen of reinigingsmiddelen, was het scriptie onmiddellijk na gebruik
met water.

Langere droogtijden, b.v. Voor droge verwijdering worden niet gevalideerd en er wordt niet
aanbevolen.

Y De droogtijd tijdens de validatie was 1 uur.

10.3 Handmatige reiniging

Aangezien mechanische processen kunnen worden gestandaardieerd, gereprodu-

ceerd en daarom gevalideerde, moet mechanische reiniging/desinfectie de voorkeur
& hebben boven handmatige processen. Handmatig reiniging- en desinfectieproces is

niet gevalideerd en er moet bovendien worden gevalideerd door de eindgebruiker.
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10.4 Mechanische reiniging

Vanwege internationale normen (EN ISO 15883) en nationale richtlijnen zouden alleen gevali-
deerde mechanische reiniging en desinfectieprocedures moeten. Voor geautomatiseerde rei-
niging raden we een standaardprogramma aan voor chirurgische instrumenten, b.v.
Instrumenten van Miele.

Let op het volgende door te laden:

I Plaats de gedemonteerde of geopende instrumenten veilig in de lade.

B Instrumenten met openingen en uitsparingen moeten worden geplaatst met de open
zijde naar beneden gericht, zodat ze kunnen worden schoongemaakt en er geen
water uit het reinigingsproces kan verzamelen.

Gebruik indien beschikbaar een gecodrdineerd spoelapparaat.

[ Plaats de instrumenten met gewrichten in een geopende positie in de reiniging, en
desinfectiemachine.
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B Indien er een spoelvoorziening aanwezig is, bijvoorbeeld een Luer-Lock aansluiting,
dient deze gebruikt te worden zoals in de afbeelding getoond.

Y

B Indien nodig gebruik om te adapter voor de reiniging.

De voorspoeling wordt gevolgd door droge reiniging.
Chemisch reinigen moet gebeuren bij 40°C tot 60°C gedurende minstens 5 minuten.

We raden aan reinigingsmiddelen te gebruiken met een pH-waarde tussen 9 en 10, bijv. Neo-
disher MediClean forte van Dr. Weigert. De keuze van het reinigingsmiddel hangt af van het
materiaal en de eigenschappen van de instrumenten en van nationale voorschriften.

Als er een verhoogde chlorideconcentratie in het water is, kunnen er put- en spanningscorro-
siescheurtjes ontstaan op de instrumenten.

Het optreden van dergelijke corrosie kan worden geminimaliseerd door alkalische reinigings-
middelen en gedemineraliseerd water te gebruiken.

De toevoeging van een zuurgebaseerd neutralisatiemiddel maakt het gemakkelijker om alkali-
sche reinigingsmiddelresten weg te spoelen tijdens de eerste tussenspoeling.

Om afzettingen te voorkomen, wordt het gebruik van neutrale reinigingsmiddelen aanbevolen

als de waterkwaliteit ongunstig is.
Thermische desinfectie vindt plaats na de tweede tussenspoeling.
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Thermische desinfectie moet worden uitgevoerd met gedemineraliseerd water dat overeen-
komt met de microbiologische drinkwaterkwaliteit (< 100 CFU/ml drinkwater) bij 80 tot 95°C en
een blootstellingstijd in overeenstemming met EN ISO 15883.

Het wasgoed moet aan het einde van het programma uit de machine worden gehaald, omdat
het achterblijven in de machine corrosie kan veroorzaken.

Y Parameters die worden gebruikt voor de validatie van de voorbereiding

Voorspoelen 1 minuut met koud kraanwater

Temperatuur: 55°C

Reiniging Soaking Time: 5 minuten (slechtste geval)

Neodisher Mediclean Forte 0,4% (slechtste geval)

Temperatuur: Koud gedemineraliseerd water

Neutralisation Soning Time: 2 minuten

Neodisher Z 0,1%

Spoelen 2 minutes avec de I'eau déminéralisée froide

Temperatuur: 90 °C (Ag 3000)

Desinfectie

Soning Time: 5 minuten

10.5 Drogen

Zorg voor voldoende drogen door het reinigings- en desinfectieapparaat of gebruik andere ge-
schikt maatregelen.

v Drogen werd weggelaten in de validatie (worst case conditie).

11  Onderhoud, inspectie

Na het afkoelen van kamertemperaturen moeten de instrumenten visueel worden geinspec-
teerd op eiwitresiduen en andere verontreiniging. Slitten, barriéres, sloten, buizen en andere
zijn die moeilijk toegankelijk zijn, moeten grondig worden geinspecteerd. Instrumenten die niet
vrij zijn, moeten herhaaldelijk worden onderworpen aan het gehele opwerkingsproces.

Om ervoor te zorgen dat chirurgische instrumenten kunnen worden gebruikt voor hun beoogde
doel na het opwerken, is het noodzakelijk om een functionele test uit te voeren na het reinigen,
desinfectie en droge van de visuele inspectie- en zorgmaatregelen. Voer de functionele tests
uit die zijn beschreven in punt 11.1.

Instrumenten die bevlekt, stomp, verbogen, niet meer functioneel of op een andere manier be-
schadigd zijn of waarvan de etikettering van het instrument niet meer herkenbaar is (bijv. eti-
kettering, UDI-code niet meer leesbaar), moeten worden weggegooid!
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Om defecte instrumenten te identificeren die moeten worden opgelost, raden we de brochure
"instrumenten op het herwerken" van de werkgroep "instrumentenvoorbereiding" aan. Dit om-
vatte hoofdstuk 8 "Controles en zorg" en hoofdstuk 12 "Oppervlaktewisselingen: afzettingen,
verkleuring, corrosie, veroudering, zwelling en stressscheuren”.

11.1 Functietest

Een nieuw gekocht product moet worden onderworpen aan een grondige visuele en functie-
controle na de levering en voor elk gebruik.

Producten moeten worden gecontroleerd op onregelmatigheden.Aandacht besteden aan
scheuren, breuken en het optreden van corrosie.

Als er gewrichten zijn, moeten de instrumenten voor de functionele test worden geolied met
een zorgproduct.We raden een medische witte olie aan op basis van paraffineolie.
Controleer instrumenten met gewrichten voor bewegingsgemak.Voer een functiecontrole uit in
overeenstemming met de beoogde toepassing van het instrument.

De etikettering moet ook worden gecontroleerd op leesbaarheid.

Un produit nouvellement acheté doit &tre soumis a une vérification visuelle et de fonction ap-
profondie aprés sa livraison et avant chaque utilisation.

Essentiéle tests voor instrumenten met serratie en kaak zijn onder andere:
B Juiste opening en sluiting (soepele beweging, compleet)
B Intacte Serration (gebogen, afgebroken)
[ De kaken moeten goed sluiten
[ Geen gooien van de kaken (kruisbeet)

Defecte producten mogen niet worden gebruikt en moeten opnieuw het volledige voorkeursbe-
handelingsproces hebben ondergaan voordat ze worden geretourneerd.

12 Sterilisatie

Voorafgaand aan sterilisatie moeten producten reinigen en desinfectie ondergaan, worden af-
gespoeld zonder residu met behulp van gedemineraliseerd water en ondervertegenwoordig
gedroogd. HEBUmedical beveelt aan om een gevalideerd stoomsterilisatieproces te gebruiken
(bijv. Sterilizer in overeenstemming met EN 285 en gevalideerd in overeenstemming met DIN
ENISO 17665-1).

Bij het gebruik van de gefractioneerde vacuimmethode moet sterilisatie worden uitgevoerd
met ten minste 134°C (VS 132°C) met een minimale verblijfperiode van 3 minuten. Het dro-
gen van vacuum moet worden gedragen door minimaal 20 minuten te worden uitgevoerd.

Y Parameters die worden gebruikt voor de validatie van stoomsterilisatie
Prevacuiim Drie keer

Sterilisatietemperatuur 132 °C

Sterilisatietijd 1,5 minuten (halve cyclusmethode)
Droog tijd 20 minuten
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De damp moet vrij zijn van ingrediénten, aanbevolen beperkende waarden van voedingswater
en dampcondensaat worden bepaald om 285 te doen.

Andere sterilisatieprocessen zijn compatibel maar niet geldig van het hebumedisch.
Let bij het laden het aanbevolen totale gewicht. Controleer na de sterilisatie de steriele product-
verpakking op schade en inspecteer de sterilisatie -indicatoren

12.1 Verpakking

Standaard conforme verpakking van de producten voor sterilisatie in overeenstemming met
ISO 11607. De verpakking moet geschikt zijn voor de instrumenten en bescherming bieden te-
gen microbiologische besmetting tijdens opslag. De verzegeling mag niet onder spanning
staan. HEBUmedical adviseert containers of typische ziekenhuispapier/folieverpakkingen als
sterilisatieverpakking.

Tijdens validatie werden de instrumenten verpakt in het ziekenhuis Common Steriliza-
tion Packagings (papieren/filmverpakkingen) en stoom gesteriliseerd.

13 Levenslang

De stoomsterilisatieprocedure werd gevalideerd door laboratoriumtests. De producten werden
steriel gevalideerd bij een pre-vacuiim van ten minste 5 minuten duur en een temperatuur van
134°C gedurende een leven lang 50 cycli.

U kunt de instrumenten op eigen verantwoordelijkheid over deze cycluswaarde blijven gebrui-
ken als de testsbeschrijvingen in hoofdstuk 7 met succes zijn voltooid.

14 Opslag

Bewaar producten in een droge, schone en stofvrije omgeving bi modern gematigd van 5°C tot
40°C.
Bescherm tegen de effecten van de zonnestralen en kunstlicht.

S
2

15 Garantie / reparatie

Onze producten zijn vervaardigd van hoogwaardige materialen en zorgvuldig gecontroleerd
voor verzending.Zelfs als ze correct worden gebruikt in overeenstemming met hun beoogde
doel, zijn ze echter onderworpen aan een grotere of mindere mate van slijtage, afhankelijk van
hun intensiteit van gebruik.

Deze slijtage is technisch geinduceerd en onvermijdelijk.

Als fouten onafhankelijk van slijtage plaatsvinden, neem dan contact op met onze klantenser-
vice.Defecte producten mogen niet langer worden gebruikt.
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Ze moeten het volledige voorbereidende behandelingsproces ondergaan voordat ze worden
geretourneerd.

16 Afvalverwijdering

Voordat het product wordt weggegooid, moet het volledig worden opgewerkt en gesteriliseerd
volgens de procedure die in deze gebruiksaanwijzing wordt beschreven.

Gevaar voor infectie door besmette producten!
A I Bij het afvoeren van het product, de onderdelen en de verpakking moeten de
nationale voorschriften worden nageleefd.

Verwondingsgevaar door scherpe en/of puntige producten!
A | Bij het weggooien van het product moet ervoor worden gezorgd dat de ver-
pakking verwondingen door het product voorkomt.

17 Service- en fabrikantadres

Als de instructies voor gebruik in papierformulier vereist zijn, gebruik dan de onderstaande con-
tactgegevens.De instructies voor gebruik in papierformulier worden binnen zeven kalenderda-
gen na ontvangst van het verzoek beschikbaar gesteld.

Als alternatief kunnen de elektronische instructies voor gebruik ook worden afgedrukt.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Duitsland
Tel. +49 74619471 -0

E-Mail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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BhNO

1 Forklaring av symboler

Symbol Definition
c € 0123 CE-merking
A Oppmerksomhet

Validerte parametere

Produsent

LOT Batchbetegnelse
REF Referansenummer
&only Medisinsk utstyr / FDA Reseptbelagt utstyr
MD Medisinsk utstyr
Ze) Ikke steril
:-‘-\']'% Oppbevares beskyttet mot sollys
O

Oppbevares pa et tort sted

P
A

Temperatur

(G C

Hinweis auf olFU

(Elektronisk) bruksanvisning
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Ingen intervensjon pa pasienter med

»
pacemakere

2 Innledning

Ved kjgp av dette instrumentet far du et produkt av hgy kvalitet, hvor riktig handtering og bruk
er beskrevet nedenfor.

For & minimere risiko og ungdvendig stress for pasienter, brukere og tredjeparter, ber vi deg
lese bruksanvisningen ngye og oppbevare den pa et trygt sted.

Vare produkter er utelukkende beregnet for profesjonell bruk i henhold til formalet av tilstrek-
kelig utdannet og kvalifisert fagpersonell, og ma kun kjgpes av slike personer.

3 Tiltenkt bruk

3.1 Tiltenkt formal

Et monopoleert eller bipolart produkt brukt til koagulering av blodarer eller vevsbunter for he-
mostase. Den er ikke ment for bruk i direkte kontakt med hjertet, det sentrale sirkulasjonssys-
temet eller sentralnervesystemet. Det er et gjenbrukbart produkt.

3.2 Bruksomrade

Produktet brukes i HF-kirurgi. Den kan kun brukes av utdannede og kvalifiserte fagfolk.

3.3 Kontraindikasjoner

HF bipolar klemmer ma ikke brukes i forbindelse med sentralnerve- eller sirkulasjonssystemet.
Tubal ligering er ikke en trygg applikasjon.

3.4 Malgruppe for pasient

Produktene passer for alle pasientgrupper.

3.5 Maksimal elektrisk lastekapasitet

Maksimal elektrisk lastekapasitet er 0,3 kVp.
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4 Bruk

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funksjonstest i det sterile operasjonsomradet

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Bruk

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montering og demontering

5.1 Demontering av klanger

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

OPPMERKSOMHET!

& Ta aldri ut bladene med fingrene — fare for skade!
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5.2 Rengjegring

3. Clean upper and lower parts of
blade duct

5.3 Montering av kniver

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Fareadvarsler

Produktene kan kun utfares i kombinasjon med HEBU-tilbehar og kun av klinisk utdannede
spesialister. Elektrodene ma ikke bayes, da dette kan fare til materiell skade og dermed at
elektroden brekker av. Utgangseffekten til RF-enheten ma kun settes til den verdien som er
strengt ngdvendig for inngrepet. Hvis den vanlige koaguleringseffekten ikke oppnas til tross for
standardinnstillingene til RF-enheten, ber du aldri gke utgangseffekten uten farst a sjekke. |
detalj ma fglgende sjekkes: Korrekt kontakt mellom alle RF-plugger og kabler, funksjon av fot-
bryteren eller fingerbryteren pa handtaket, isolasjon av RF-kablene, instrumentet samt renhet
og slitasje pa den distale enden av den aktive elektroden(e). Feor driften starter, ma interferens-
fri signaloverfgring (f.eks. uten stgy) fra monitorene kontrolleres ved a trykke pa den gule knap-
pen (CUT) og den bla knappen (COAG).

For a trekke RF-kabelen, bergr alltid kontakten. Aldri dra i RF-kabelen, da dette kan forarsake
skade. Kabler med defekt/sprg isolasjon eller brudd i den elektriske kabelen (pa grunn av kraf-
tig knekk eller knusing av kabelen) kan forarsake brannskader pa brukeren/pasienten eller til
og med forarsake brann. Aktive RF-instrumenter og RF-handtak ma ikke plasseres pa pasien-
ten for & unnga personskade ved utilsiktet RF-aktivering.

For & rengjare de aktive elektrodene ma "Auto Start"-modusen (kun for bipolar bruk)
deaktiveres, eller instrumentet ma kobles fra generatoren. Tuppomradet kan fortsatt
vaere varmt umiddelbart etter aktivering, det vil si at det er risiko for brannskader.

Endogene brannskader er brannskader forarsaket av hgy stremtetthet i pasientens vev. Ar-
saker kan inkludere: Pasienten kommer utilsiktet i kontakt med elektrisk ledende deler. Hvis
RF-kabler kommer i direkte kontakt med huden, kan kapasitive strammer forarsake brannska-
der.

Eksogene brannskader er brannskader forarsaket av varmen fra brennbare vaesker eller gas-
ser. Eksplosjoner er ogsa mulig. Arsaker kan vaere: betennelse i hudrens og desinfeksjonsmid-
ler, betennelse i anestesigasser osv.

Hjertepacemakere kan bli skadet av RF-strem. Radfgr en kardiolog far prosedyren.

it Utfar aldri polikliniske prosedyrer med HF-elektrisitet pa pasienter med pacemaker.
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7

Sikkerhetsinstruksjoner

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9  Sikkerhetsinstruksjoner

Medisinsk utstyr leveres ikke-sterilt og ma rengjeres, desinfiseres og steriliseres far
forste bruk.

Far hver bruk ma instrumentet visuelt inspiseres for skader og forurensning!

Sjekk isolasjonen pa elektrodene og akselforlengelsen for skader far hver bruk.

Ikke bruk defekte produkter!

Ikke bruk i naerveer av brennbare eller eksplosive stoffer!

Aldri legg det pa pasienten eller i deres umiddelbare naerhet!

HEBUmedical advarer uttrykkelig mot & utvide produktet. Enhver forlengelse farer til
at HEBUmedical GmbH fratar ansvaret.

Beskytt disse produktene mot mekaniske skader! Ikke kast! Ikke bruk vold.

Unnga mekanisk overbruk av produktet og dets komponenter utover produktets de-
sign, da det kan fgre til skade og tap av funksjon!

Defekte RF-kabler eller handtak ma ikke repareres. De skal erstattes med nye.

d 4 =4 Wi N> N N NN

Folg produsentens spesifikasjoner for elektrisk belastningskapasitet!
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Beskyttelse av pasienten mot kontakt med jordede metalliske elementer (operasjons-
bord, IV-pol osv.) under pafaring.

Produktene ma ikke rengjgres i et ultralydbad.

Ikke steriliser produktet i varmluftssterilisator.

Hvis produktene brukes pa pasienter med overfgrbar spongiform encefalopati eller
HIV-infeksjon, fraskriver vi oss ethvert ansvar for gjenbruk.

> BB B

Alle alvorlige hendelser som har oppstatt i forbindelse med produktet, ma rapporteres
til produsenten og den kompetente myndigheten i den medlemsstaten der brukeren
og/eller pasienten er etablert.

10

Forberedelse

Reprosessoren er ansvarlig for a sikre at reprosesseringen som faktisk utfares med utstyret,
materialene og personellet som brukes i reprosesseringsanlegget, oppnar de gnskede resul-
tatene. Dette krever validering og rutinemessig overvaking av prosessen.

Vi gjer oppmerksom pa at de nasjonale forskriftene i forbindelse med reprosessering ma over
holdes.

De validerte parameterne gjelder kirurgiske flergangsinstrumenter. De validerte parameterne
bar ogsa felges for de andre produktene som er beskrevet, med mindre en annen prosedyre
er eksplisitt beskrevet.

10.1

294

Merknader om forberedelse

Bruk rengjarings- og/eller desinfeksjonsmidler med en pH-verdi mellom 9-10.

Faelg produsentens anvisninger nar det gjelder dosering, kontakttid og fornyelse av
rengjerings- og desinfeksjonsmidler.

Bruk egnede barster som ikke sliper mot materiale, dvs. ikke bruk harde bgrster (som
metallbgrster og metallsvamper) eller sterke slipemidler.

La aldri instrumentene ligge i rengjerings- eller desinfeksjonsmidler lenger enn fores-
krevet.

Bruk demineralisert vann til skylling.

Skyll og blas ut kanaler og rgr grundig.

Sensitive instrumenter ma rengjgres i et brett eller en holder.

Folg produsentens anvisninger for rengjgrings- og steriliseringsutstyr.
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10.1.1 Vannkvalitet

For rengjaring, naytralisering og skylling anbefaler vi & bruke avionisert vann i samsvar med
«DGKH, DGSV, AKI-retningslinjene for validering og rutinemessig overvaking av automatiserte
rengjgrings- og termiske desinfeksjonsprosesser for medisinsk utstyr og om prinsipper for uts-
tyrsvalg» (retningslinjene refererer til DIN EN ISO 15883-1, avsnitt 6.4.2).

I henhold til retningslinjene anbefales felgende verdier:

Konduktivitet: <15 ps/cm (avviker fra DIN EN 285-tabellen)
pH-verdi: 5-7

Total hardhet: <0,02 mmol CaOl/I

Saltinnhold: <10 mg/I

Fosfat (som P205): 0,5 mg/l

Silikat (som SiO2): <1 mg/I

Klorid: <2 mg/l

10.2 Forberedelser pa stedet

Fjern grovt smuss fra instrumentene umiddelbart etter bruk med en egnet bgrste (se kapittel
Kapitel 10.1) og skyll de fungerende kanylene. Ikke bruk fikseringsmidler eller varmt vann (>
40 °C), da dette farer til fiksering av rester og kan pavirke den pafglgende rengjgringssukses-
sen.

Demonter og/eller apne instrumentene sa langt det er mulig.

Instrumentene ber rengjgres sa snart som mulig etter bruk for & redusere inntarking av rester
og dermed lette rengjaringen. Hvis instrumentene kommer i kontakt med etsende medika-
menter eller rengjgringsmidler, skal de skylles med vann umiddelbart etter bruk.

Lengre tarketider, f.eks. som en del av terr avhending, er ikke validert og anbefales derfor ikke.

Y Tarketiden under valideringen var 1 time.

10.3 Manuell rengjoring

Ettersom automatiserte prosesser kan standardiseres, reproduseres og dermed vali-
deres, ber automatisert rengjgring og desinfeksjon foretrekkes fremfor manuell ren-

gjering og desinfeksjon.

En manuell rengjgrings- og desinfeksjonsprosess er ikke validert og ma derfor sikres
gjennom ytterligere validering pa brukerens ansvar.

10.4 Mekanisk rengjoring

Pa grunn av internasjonale standarder (EN ISO 15883) og nasjonale retningslinjer bgr kun va-
liderte automatiserte rengjarings- og desinfeksjonsprosedyrer brukes. For automatisert
rengjering anbefaler vi et standardprogram for kirurgiske instrumenter, f.eks. instrumenter fra
Miele.
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Felgende ma overholdes ved lasting:

[ Plasser de demonterte eller apnede instrumentene sikkert i vognen.

B Instrumenter med apninger og fordypninger ma plasseres med den apne siden nedo-
ver, slik at de kan rengjgres og slik at det ikke samler seg vann fra rengjgringsproses-
sen i dem.

Bruk en koordinert skylleanordning hvis den er tilgjengelig.

[ Plasser hengslede instrumenter i vaske- og desinfiseringsmaskinen med hengslene
apne.
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[ Hvis en skylleanordning, f.eks. en Luer-Lock-kobling, er tilgjengelig, skal den brukes
som vist pa illustrasjonen.

Etter forvask (kaldt, eventuelt demineralisert vann uten tilsetningsstoffer) falger tgrrrengjaring.
Kjemisk rengjgring bar utfares ved 40 °C til 60 °C i minst 5 minutter.

Vi anbefaler & bruke rengjgringsmidler med en pH-verdi mellom 9 og 10, f.eks. Neodisher Me-
diClean forte fra Dr. Weigert. Valg av rengjegringsmiddel avhenger av instrumentenes materiale
og egenskaper samt nasjonale forskrifter.

Hvis det er en gkt konsentrasjon av klorid i vannet, kan det oppsta gropkorrosjon og spennings-
korrosjon pa instrumentene.

Forekomsten av slik korrosjon kan minimeres ved a bruke alkaliske rengjgringsmidler og de-
mineralisert vann.

Ved a tilsette et syrebasert ngytraliseringsmiddel blir det lettere & skylle av rester av alkaliske
rengjaringsmidler under den farste mellomskyllingen (varmt eller kaldt vann).

For & unnga avleiringer anbefales det a bruke ngytrale vaskemidler hvis vannkvaliteten er
ugunstig.
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Termisk desinfeksjon finner sted etter den andre mellomskyllingen.

Termisk desinfeksjon bgr utfgres med demineralisert vann ved 80 til 95 °C og en ekspone-
ringstid i samsvar med EN ISO 15883.

Vaskegodset ma tas ut av maskinen ved programslutt, da det kan fare til korrosjon hvis det blir
stédende i maskinen.

Y Parametere som brukes til validering av preparatet

Forspyling 1 minutt med kaldt kranvann

Temperatur: 55 °C

Rengjering Eksponeringstid: 5 minutter (verste fall)

Neodisher Mediclean forte 0,4 % (verste fall)

Temperatur: Kaldt demineralisert vann

Noytralisering Eksponeringstid: 2 minutter

Neodisher Z 0,1%

Skylling 2 minutter med kaldt demineralisert vann

Temperatur: 90 °C (Ag 3000)

Desinfeksjon
Eksponeringstid: 5 minutter

10.5 Torking

Vaskemaskin eller andre egnede tiltak ma sarge for tilstrekkelig tarking.

v Terking ble utelatt fra valideringen (verste fall-tilstand)

11  Vedlikehold, inspeksjon

Etter nedkjgling til romtemperatur ma instrumentene inspiseres visuelt for proteinrester og and-
re urenheter. Spalter, Iaser, sluser, rgr og andre vanskelig tilgjengelige omrader ma inspiseres
grundig. Instrumenter som ikke er fri for rester, ma gjennom hele reprosesseringsprosessen
gjentatte ganger.

For a sikre at kirurgiske instrumenter kan brukes til sitt tiltenkte formal etter reprosessering, er
det n@dvendig a utfgre en funksjonstest etter rengjaring, desinfeksjon og terking av de visuelle
inspeksjons- og pleietiltakene. Utfar funksjonstestene som er beskrevet i punkt 11.1.
Instrumenter som har flekker, er slgve, bayde, ikke lenger funksjonelle, pa annen mate skadet
eller hvor instrumentmerkingen ikke lenger er gjenkjennelig (f.eks. merking, UDI-kode ikke len-
ger lesbar), ma kasseres!
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Som hjelp til a identifisere defekte instrumenter som ma kasseres, anbefaler vi brosjyren «Ins-
trumenten Aufbereitung» (Instrumentbehandling) fra arbeidsgruppen Instrumenten Aufberei-

tung. Her er spesielt kapittel 8 ,Kontroller og vedlikehold* og kapittel 12 ,Overflateforandringer:
belegg, fargeforandringer, korrosjon, aldring, oppsvelling og spenningssprekker* av betydning.

11.1 Funksjonstest

Et nyinnkjept produkt ma underkastes en grundig visuell og funksjonell kontroll etter levering
og f@r hver gang det tas i bruk.

Produktene ma kontrolleres for uregelmessigheter. Se etter sprekker, brudd og korrosjon.
Hvis det finnes skjater, bar instrumentene smgres med et parafinbasert pleieprodukt far funks-
jonskontrollen. Vi anbefaler en medisinsk hvitolje basert pa parafinolje til dette formalet.
Deretter bgr man kontrollere at instrumentene med skjoter er lette a bevege.

| tillegg ma etikettens lesbarhet kontrolleres.

Utfar ytterligere funksjonskontroller i henhold til instrumentets tiltenkte bruk.

Viktige tester for instrumenter med tenner og kjever inkluderer:
B Korrekt apning og lukking (smidig gange, komplett)
B Intakte tenner (bgyde, brukne)
B Munnen ma lukkes ordentlig
[ Ingen overlapping av munnen (kryssbitt)

Defekte produkter ma ikke brukes og ma ha gjennomgatt hele reprosesseringsprosessen far
de returneres.

12 Sterilisering

Far sterilisering ma produktene rengjeres og desinfiseres, skylles restfritt med demineralisert
vann og tgrkes.

For sterilisering anbefaler HEBUmedical en validert dampsteriliseringsprosess (f.eks. sterilisa-
tor i samsvar med EN 285 og validert i samsvar med DIN EN ISO 17665-1).

Ved bruk av fraksjonert vakuumprosess skjer steriliseringen ved minst 134 °C (USA 132 °C)
og en holdetid pa minst 3 minutter. Vakuumterking ma deretter utfgres i minst 20 minutter.

Y Parametere som brukes til validering av sterilisering
Forvakuum 3 ganger
Steriliseringstempertur 132 °C

Steriliseringstid 1,5 minutter (halvsyklusprosess)
Torketid 20 minutter

Dampen ma veere fri for ingredienser, anbefalte grenseverdier for matevann og dampkonden-
sat er angitt i EN 285.

Andre steriliseringsprosesser er kompatible, men ikke validert av HEBUmedical.
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Overhold anbefalt totalvekt ved lasting! Etter sterilisering skal sterilemballasjen kontrolleres for
skader og steriliseringsindikatorene kontrolleres.

12.1 Emballasje

Standardisert emballering av produktene for sterilisering i samsvar med ISO 11607. Emballa-
sjen ma veere egnet for instrumentene og beskytte mot mikrobiologisk kontaminering under
oppbevaring. Forseglingen ma ikke veere under spenning. HEBUmedical anbefaler beholdere
eller typisk sykehusemballasje av papir/film som steriliseringsemballasije.

Under valideringen ble instrumentene pakket inn i typisk sykehusemballasje (papir/fo-
lieemballasje) og sterilisert.

13 Levetid

Dampsteriliseringsprosessen ble validert ved hjelp av laboratorietester. Produktene ble validert
ved et forvakuum med verste fall-parametere pa 5 minutters varighet og en temperatur pa
134°C for en levetid pa 50 sykluser.

Du kan fortsette a bruke instrumentene utover denne syklusverdien pa egen risiko hvis testene
som er beskrevet i kapittel 7, er utfgrt med godt resultat.

14 Lagring

Oppbevar produktene i et tgrt, rent og stevfritt miljg ved moderate temperaturer mellom 5 °C
og 40 °C.
Beskyttes mot sollys og kunstig lys.

7ol €
15 Garanti/ reparasjon

Vare produkter er laget av materialer av hgy kvalitet og kontrolleres ngye for levering. Selv om
de brukes som forutsatt, kan de likevel utsettes for starre eller mindre grad av slitasje avhengig
av bruksintensiteten.

Denne slitasjen skyldes tekniske arsaker og er uunngaelig.

Hvis det likevel oppstar feil som ikke skyldes slitasje, ber vi deg ta kontakt med var kundeser-
vice.

Defekte produkter kan ikke lenger brukes og ma ha gjennomgatt hele behandlingsprosessen
for de kan returneres.
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16 Avhending

Far produktet kasseres, ma det gjennomga en fullstendig reprosesserings- og sterilisering-
sprosess i samsvar med prosedyren som er beskrevet i denne bruksanvisningen.

Smitterisiko fra kontaminerte produkter!
A I Ved avhending av produktet, dets komponenter og emballasje ma nasjonale
forskrifter overholdes.

Fare for personskader pa grunn av produkter med skarpe kanter og/eller spisser!
A I Ved avhending av produktet ma det sikres at emballasjen forhindrer skader
fra produktet.

17 Service- og produsentadresse

Hvis du gnsker bruksanvisningen i papirform, kan du bruke kontaktopplysningene nedenfor.
Bruksanvisningen i papirform vil bli gjort tilgjengelig for deg innen syv kalenderdager etter at vi
har mottatt forespgrselen.

Alternativt kan du skrive ut den elektroniske bruksanvisningen selv.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Tyskland
Tel. +4974619471-0

eMail: service@HEBUmedical.de
c € 0123 Website: www.HEBUmedical.de
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1 Wyjasnienia symboli

Symbol Definicja
c € 0123 Oznakowanie CE
A Uwaga
v Sprawdzone parametry
d Producent
LOT Nazwa partii
REF Numer referencyjny
&Only Wyréb medyczny / wyrdb na recepte FDA
MD Urzadzenie medyczne
faas Nie sterylne
:—‘-\‘]'% Przechowywac z dala od swiatta stonecznego
w
T Przechowywac¢ w suchym miejscu
/l’ Temperatura
EB] Hw[':"]%]m (Elektroniczna) instrukcja obstugi
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Brak interwencji u pacjentow z rozrusznikami

b:"" serca

2 Wprowadzenie

Wraz z zakupem tego urzadzenia uzytkownik otrzymuje produkt wysokiej jakosci, ktérego
prawidtowa obstuga i uzytkowanie zostaty opisane ponizej.

Aby zminimalizowac ryzyko i niepotrzebny stres dla pacjentéw, uzytkownikow i osob trzecich,
nalezy uwaznie przeczyta¢ instrukcje obstugi i przechowywac jg w bezpiecznym miejscu.

Nasze produkty sg przeznaczone wytgcznie do profesjonalnego uzytku zgodnie z przeznacze-
niem przez odpowiednio przeszkolony i wykwalifikowany personel specjalistyczny i moga by¢
nabywane wytgcznie przez te grupe osob.

3 Przeznaczenie

3.1 Zamierzonego zastosowania

Produkt monopolarny lub dwubiegunowy stosowany do krzepniecia naczyn lub wigzek tkanek
w celu hemostazy. Nie jest przeznaczony do bezposredniego kontaktu z sercem, osrodkowym
uktadem krgzenia ani osrodkowym uktadem nerwowym. Jest to produkt wielokrotnego uzytku.

3.2 Wskazania

Produkt stosowany w chirurgii HF. Moze byé uzywany wylgcznie przez przeszkolony i wykwa-
lifikowany personel specjalistyczny.

3.3  Grupa docelowa pacjentéw

Zaciski bipolarne HF nie wolno stosowa¢ w zabiegach dotyczgcych centralnego uktadu nerwo-
wego lub krgzenia. Podwigzanie jajowodow nie jest zabiegiem bezpiecznym.

34 Przeciwwskazania

Nie sg znane zadne przeciwwskazania.

3.5 Maksymalna obcigzalnos¢ elektryczna

Maksymalna obcigzalnos¢ elektryczna wynosi 0,3 kVp.
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4 Zastosowanie

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

41 Testy funkcjonalne w sterylnym obszarze operacyjnym

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Dziatanie

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montaz i demontaz

5.1 Demontaz ostrza

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

NIEBEZPIECZENSTWO!

& Nigdy nie usuwaj ostrzy palcami — ryzyko obrazen!
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5.2 Czyszczenie

3. Clean upper and lower parts of
blade duct

5.3 Zespot ostrza

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Ostrzezenia o niebezpieczenstwie

Produkty mogg by¢ uzywane wytgcznie w potgczeniu z akcesoriami HEBU i wytgcznie przez
przeszkolony klinicznie personel specjalistyczny. Elektrod nie wolno zgina¢, gdyz moze to
spowodowac uszkodzenie materiatu i doprowadzi¢ do pekniecia elektrody. Moc wyjsciowg
urzgdzenia HF mozna ustawi¢ wytgcznie na wartos¢ absolutnie niezbedng do interwencji. Jesli
pomimo standardowych ustawien urzgdzenia HF nie zostanie osiggnieta zwykta wydajnos¢
koagulacji, nigdy nie zwiekszaj mocy wyjsciowej urzgdzenia bez uprzedniego sprawdzenia.
Nalezy szczegbétowo sprawdzi¢: doskonaty kontakt wszystkich wtyczek i kabli HF, dziatanie
wigcznika noznego lub wigcznika palcowego na uchwycie, izolacje kabli HF, instrumentu oraz
czystosc i zuzycie dystalnego konca koncowki elektrody aktywne. Przed przystgpieniem do
pracy nalezy sprawdzi¢ czy monitory przesytajg sygnat ptynnie (ij. bez zaktécen) wciskajgc
z0tty przycisk (CUT) i niebieski (COAG).

Aby wyciggna¢ kabel HF, zawsze chwytaj za wtyczke. Nigdy nie ciggnij za kabel HF, gdyz
moze to spowodowac jego uszkodzenie. Kable z uszkodzong/kruchg izolacjg lub przerwa w
kablu elektrycznym (w wyniku silnego zatamania lub zgniecenia kabla) mogg spowodowaé
oparzenia uzytkownika/pacjenta, a nawet spowodowacé pozar. Aktywnych instrumentéw HF i
uchwytéw HF nie wolno umieszczac¢ na pacjencie, aby unikngé obrazen ciata w przypadku
przypadkowej aktywacji HF.

For & rengjgre de aktive elektrodene ma "Auto Start"-modusen (kun for bipolar bruk)
deaktiveres, eller instrumentet ma kobles fra generatoren. Tuppomradet kan fortsatt
veere varmt umiddelbart etter aktivering, det vil si at det er risiko for brannskader.

Oparzenia endogenne to oparzenia spowodowane duzg gestoscig prgdu w tkance pacjenta.
Przyczyny mogg obejmowac: Przypadkowy kontakt pacjenta z czesciami przewodzgcymi prad
elektryczny. Jesli kable HF wejdg w bezposredni kontakt ze skorg, prady pojemnosciowe moga
spowodowac oparzenia.

Oparzenia egzogenne to oparzenia spowodowane cieptem palacych sie cieczy lub gazéw.
Mozliwe sg takze eksplozje. Przyczynami mogg byc¢: zapalenie srodkéw do czyszczenia i de-
zynfekcji skory, zapalenie gazow znieczulajgcych itp.

Rozruszniki serca mogqg zostac¢ uszkodzone przez prad o wysokiej czestotliwosci.

® | Przed zabiegiem skonsultuj si¢ z kardiologiem. Nigdy nie przeprowadzaj zabiegéw
ambulatoryjnych z uzyciem prgdu o wysokiej czestotliwosci u pacjentow z rozruszni-
kami serca.
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7

Instrukcje bezpieczenstwa

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9 Instrukcje bezpieczenstwa

Wyroby medyczne dostarczane sg w stanie niesterylnym i przed pierwszym uzyciem
nalezy je oczyscic¢, zdezynfekowac i wysterylizowac.

Przed kazdym uzyciem urzadzenie nalezy sprawdzi¢ wzrokowo pod katem
uszkodzen i zanieczyszczen!

Przed kazdym uzyciem nalezy sprawdzi¢ izolacje elektrod i przedtuzenie watu pod
katem uszkodzen.

Nie uzywaj wadliwych produktow!

Nie uzywac¢ w obecnosci substanciji tatwopalnych lub wybuchowych!

Nigdy nie umieszczaj go na pacjencie ani w jego bezposrednim sgsiedztwie!

HEBUmedical wyraznie ostrzega przed przedtuzaniem produktu. Kazde przedtuzenie
prowadzi do wytgczenia odpowiedzialnosci HEBUmedical GmbH.

Chron te produkty przed wszelkimi uszkodzeniami mechanicznymi! Nie rzucaj! Nie
uzywaj zadne;j sity.

Unikaj mechanicznych przecigzen produktu i jego komponentow wykraczajgcych
poza konstrukcje; moze to prowadzi¢ do uszkodzenia i utraty funkcjonalnosci!

Zasadniczo nie wolno naprawia¢ uszkodzonych kabli lub uchwytéw HF. Nalezy je
wymieni¢ na nowe.

d 4 =4 Wi N> N N NN

Nalezy przestrzegac¢ wskazowek producenta dotyczgcych obcigzenia elektrycznego!
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Ochrona pacjenta przed kontaktem z uziemionymi metalowymi elementami (stét ope-
racyjny, drgzek wenflofowy itp.) podczas aplikacii.

Produktow nie wolno my¢ w kapieli ultradzwiekowe;j.

Nie sterylizuj produktu w sterylizatorze na gorgce powietrze.

Jesli produkty sg stosowane u pacjentéw z zakazng encefalopatig ggbczastg lub
zakazeniem wirusem HIV, nie ponosimy Zzadnej odpowiedzialnosci za ponowne
uzycie.

> BB B

Wszystkie powazne zdarzenia zwigzane z wyrobem nalezy zgtaszac producentowi i
wiasciwemu organowi panstwa cztonkowskiego, w ktorym uzytkownik i/lub pacjent ma
SWojg siedzibe.

10

Przygotowanie

Osoba odpowiedzialna za leczenie przygotowawcze jest odpowiedzialna za zapewnienie, ze
leczenie jest nalezycie zaatakowane przy uzyciu odpowiedniego sprzetu, materiatéw i perso-
nelu w obiekcie leczenia, a zatem osigga pozgdany wynik. Wymaga to walidaciji i rutynowego
monitorowania zastosowanego procesu. Wzywamy do notowania krajowych przepiséw
dotyczgcych przygotowania instrumentow.

Zweryfikowane parametry odnoszg sie do instrumentow chirurgicznych wielokrotnego uzytku.
Zweryfikowane parametry nalezy zaobserwowa¢ dla innych produktéw opuszczonych, chyba
ze inna procedura jest wyraznie opisana.

10.1
H
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Informacje o przygotowaniu instrumentéw

Uzyj srodkoéw czyszczenia i/lub dezynfekcji o wartosci pH w ciggu 9-10.

Prosze obserwowac instrukcje producenta dotyczgce dawkowania, czasu ekspozycji i
odnowy rozwigzan.

Nalezy uzywa¢ odpowiednich szczotek, ktdre nie usuwajg materiatu, tj. twardych szc-
zotek (takich jak szczotki metalowe i ggbki metalowe) lub gruboziarnistych sciernych
srodkoéw czyszczacych.

Nigdy nie zostawiaj instrumentéw w srodkach czyszczenia lub dezynfekcji dtuzej niz
okreslony czas.

Ostroznie sptucz i wysusz kanatami i rurami.

Wrazliwe instrumenty muszg by¢ czyszczone w urzgdzeniu do przechowywania lub
zacisku.

Obserwuj instrukcje producenta czyszczenia - i sterylizujgcego sprzetu.
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10.1.1 Jakos¢ wody

W celu czyszczenia, neutralizacji i ptukania zalecamy stosowanie demineralizowanej wody
zgodnie z ,Wytycznymi DGKH, DGSV, AKI w celu walidacji i rutynowego monitorowania auto-
matycznych proceséw czyszczenia i dezynfekcji termicznej dla urzgdzen medycznych i zasad
urzadzen” (Wytyczne odnoszg sie do punktu DIN en ISO 15883-1 6.4.2).

Zgodnie z wytycznymi zalecane sg nastepujgce wartosci:

Przewodnos¢: <15 ps/cm (odstepstwo od tabeli w normie DIN EN 285)
Wartos¢ pH: 5-7

Twardos$¢ catkowita: <0,02 mmol CaOl/l

Zawartosc soli: < 10 mg/l

Fosforan (jako P,05): <0,5 mgl/l

Krzemian (jako SiO,): < 1 mg/I

Chlorek: =2 mg/l

10.2 Przygotowanie w miejscu uzytkowania

Natychmiast po uzyciu nalezy usung¢ grubsze zanieczyszczenia z instrumentow za pomocag
odpowiedniej szczotki (patrz rozdziat Kapitel 10.1) i sptucz robocze kaniul. Nie uzywaj srodkéw
mocujgcych lub goragcej wody (>40°C), poniewaz powoduje to utrwalanie pozostatosci i moze
wptywac na sukces podsekwowanej operacji czyszczenia

Odbijaj i/lub otwieraj instrumenty, o ile to mozliwe. W kroétkim czasie po uzyciu instrumenty
czyszczg instruktory do zmniejszenia suszenia pozostatosci.

Umozliwia to tatwiejsze czyszczenie. Jesliinstrumenty majg kontakt z lekami korodujgcymi lub
srodkami czyszczgcymi, myj teze wodg natychmiast po uzyciu.

Dtuzsze czasy suszenia, np. W przypadku usuwania suchego nie sg zatwierdzone i nie sg za-
lecane.

Y Czas suszenia podczas walidacji wynosit 1 godzine.

10.3 Reczne czyszczenie

Poniewaz procesy mechaniczne mogg by¢ znormalizowane, odtworzone, a zatem
zatwierdzone, mechaniczne czyszczenie/dezynfekcja powinna by¢ preferowana od
procesow recznych. Proces recznego czyszczenia i dezynfekgji nie jest zatwierdzony
i tam jest dodatkowo zatwierdzony przez uzytkownika koncowego.
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10.4 Czyszczenie mechaniczne

Ze wzgledu na standardy miedzynarodowe (EN ISO 15883) i wytyczne krajowe powinny tylko
zatwierdzi¢ procedury czyszczenia mechanicznego i dezynfekcji. Do zautomatyzowanego czy-
szczenia zalecamy standardowy program dla instrumentdw chirurgicznych, np. Instrumenty z
Miele.

Obserwuj nastepujgce, tadujac:

B Umies¢ bezpiecznie zdemontowane lub otwierajgce instrumenty na tacy.

B Instrumenty z otworami i wgtebieniami muszg by¢é umieszczone z otwartg strong skie-
rowang w dot, aby mozna je byto wyczysci¢, a bez wody z procesu czyszczenia nie
moze zbiera¢ sie w nich.

Jesli jest dostepne, uzyj skoordynowanego urzgdzenia ptukania.

B Umiesc¢ instrumenty ze ztgczami w otwartej pozycji w maszynie do czyszczenia, i
dezynfekcji.

I Jezeli dostepne jest urzadzenie do ptukania, np. ztgcze Luer-Lock, nalezy go uzywaé
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zgodnie z ilustracja.

Po ptukaniu wstepnym nastepuje czyszczenie na sucho.
Czyszczenie chemiczne nalezy przeprowadzac w temperaturze od 40°C do 60°C przez co naj-
mniej 5 minut.

Zalecamy stosowanie srodkéw czyszczgcych o wartosci pH miedzy 9 a 10, np. Neodisher Me-
diClean forte firmy Dr Weigert. Wybor srodka czyszczgcego zalezy od materiatu i whasciwosci
instrumentow, a takze przepiséw krajowych.

W przypadku zwigkszonego stezenia chlorkow w wodzie, na instrumentach moze wystgpic ko-
rozja wzerowa i naprezeniowa.

Wystepowanie takiej korozji mozna zminimalizowac stosujgc alkaliczne srodki czyszczace i
wode demineralizowana.

Dodanie srodka neutralizujgcego na bazie kwasu ufatwia sptukiwanie pozostatosci alkalic-
znych detergentéw podczas pierwszego ptukania posredniego.

Aby zapobiec tworzeniu sie osadéw, zaleca sie stosowanie neutralnych detergentow, jesli

jakos¢ wody jest niekorzystna.
Dezynfekcja termiczna ma miejsce po drugim ptukaniu posrednim.
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Dezynfekcja termiczna powinna by¢ przeprowadzana przy uzyciu wody demineralizowanej,
ktéra odpowiada mikrobiologicznej jakosci wody pitnej (< 100 CFU/mI wody pitnej) w tempera-
turze od 80 do 95°C i czasie ekspozycji zgodnym z norma EN ISO 15883.

Po zakonczeniu programu nalezy wyjgc¢ naczynia z urzgdzenia, poniewaz pozostawienie ich w
urzgdzeniu moze spowodowaé korozje.

Y Parametry uzyte do walidacji przygotowania

Ptukanie wstepne 1 minuta z zimng woda z kranu

Temperatura: 55°C

Czyszczenie Czas zanurzenia: 5 minut (najgorszy przypadek)

Neodisher Mediclean Forte 0,4% (najgorszy przypadek)

Temperatura: Zimna woda demineralizowana

Neutralizacja Czas zanurzenia: 2 minuty

Neodisher Z 0,1%

Po wyprzedzeniu 2 minuty z zimng wodg demineralizowang

Temperatura: 90 °C (Ag 3000)

Dezinfekcija
MércésSanas laiks: 5 minQtes

10.5 Zavésana

NodroSiniet atbilstoSu zavéSanu, izmantojot tiriSanas un dezinfekcijas ierici vai izmantojot citus
piemérotus pasakumus.

v Zavésana tika izlaista validacija (sliktakais gadijuma).

11 Konserwacja, inspekcja

Po schtodzeniu do temperatury pokoju instrumenty muszg by¢ wizualnie sprawdzane pod
katem pozostatosci biatkowych i innych zanieczyszczen. Nalezy doktadnie sprawdzi¢ szczeli-
ny, bariery, zamki, rurki i inne, ktore sg trudne. Instrumenty, ktére nie sg wolne od pozostatosci,
muszg by¢ wielokrotnie poddawane catemu procesowi ponownego przetwarzania.

Aby upewni¢ sie, ze instrumenty chirurgiczne moga by¢ uzywane do zamierzonego celu po po-
nownym przetworzeniu, konieczne jest przeprowadzenie testu funkcjonalnego po oczyszcze-
niu, dezynfekciji i suchej kontroli wizualnej i Srodkow opieki. Przeprowadz testy funkcjonalne
zdefiniowane w punkcie 11.1.

Instrumenty, ktére sg poplamione, tepe, wygiete, nie dziatajg, sg uszkodzone w jakikolwiek
inny sposob lub ich oznakowanie nie jest juz rozpoznawalne (np. oznakowanie, kod UDI nie sg
juz czytelne) nalezy wyrzucic!
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Aby pomdc zidentyfikowaé wadliwe instrumenty, ktére nalezy rozwigzaé, zalecamy ,przetwar-
zanie instrumentéw” z grupy roboczej ,Przygotowanie instrumentéw”. Obejmowato to rozdziat
8 ,kontrole i opieke” i rozdziat 12 ,Zmiany powierzchni: depozyty, przebarwienia, korozja, star-
zenie sie, obrzek i pekniecia naprezenia”.

11.1 Test dziatania

Nowo zakupiony produkt musi zosta¢ poddany doktadnej kontroli wizualnej i funkcji po dosta-
wie i przed kazdym uzyciem.

Produkty nalezy sprawdzi¢ pod kgtem nieprawidtowosci.Zwracanie uwagi na pekniecia,
ztamania i wystepowanie korozji.

Jesli istniejg potaczenia, instrumenty powinny by¢ naoliwione produktem opieki przed testem
funkcjonalnym. Zalecamy medyczny biaty olej oparty na oleju parafinowym.

Nalezy rowniez sprawdzi¢ czytelnosc¢ etykiet.

Sprawdz instrumenty ze stawami, aby utatwi¢ ruch. Przeprowadz kontrole funkcji zgodnie z za-
mierzonym zastosowaniem instrumentu.

Niezbedne testy na instrumenty z zgbkowaniem i szczekg sg miedzy innymi:
B Prawidtowe otwieranie i zamykanie (ptynny ruch, kompletne)

I Nienaruszone zabkowanie (wygiete, zerwane)
[ Szczeki muszg zamkng¢ sie poprawnie
B Bez rzucania szczekami (ugryzienie krzyzowe

Wadliwe produkty nie mogg by¢ stosowane i muszg ponownie ulec petnemu procesowi lecze-
nia przedprzestrzeniowego przed zwrotem.

12 Sterylizacja

Przed sterylizacjg produkty muszg przejs¢ czyszczenie i dezynfekcje, sptukac bez pozostatosci
przy uzyciu zdemineralizowanej wody i podsuszone. HEBUmedical zaleca stosowanie zat-

wierdzonego procesu sterylizacji pary (np. Sterylizator pod wzgledem EN 285 i zatwierdzony
zgodnie z DIN en ISO 17665-1).

Po zastosowaniu frakcjonowanej metody prézniowej nalezy wykonac sterylizacje z co naj-
mniej 134°C (USA 132°C) z minimalnym okresem mieszkalnym wynoszacym 3 minuty.
Suszenie prozniowe nalezy przeprowadzi¢ przez co najmniej 20 minut.

Y Parametry uzyte do walidacji sterylizacji pary

Prevacuum 3 razy

Temperatura sterylizaciji 132 °C

Czas sterylizacji 1,5 minuty (metoda poét cyklu)
Czas schniecia 20 minut
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Para musi by¢ wolna od sktadnikow, zalecane wartosci graniczne dla wody zasilajgcej i kon-
densatu pary sg okre$lone w normie EN 285.

Inne procesy sterylizacji sg kompatybilne, ale nie zostaty zatwierdzone przez HEBUmedical.
Podczas zatadunku nalezy przestrzegac zalecanej masy catkowitej! Po sterylizacji nalezy
sprawdzi¢ sterylne opakowanie pod katem uszkodzen i sprawdzi¢ wskazniki sterylizaciji.

12.1 Opakowanie

Standardowe opakowanie produktéw do sterylizacji zgodne z normg ISO 11607. Opakowanie
musi by¢ odpowiednie dla narzedzi i chronié¢ przed skazeniem mikrobiologicznym podczas
przechowywania. Uszczelnienie nie moze by¢ naprezone. HEBUmedical zaleca pojemniki lub
typowe szpitalne opakowania papierowe/foliowe jako opakowania do sterylizaciji.

Podczas walidacji instrumenty pakowano w szpitalne powszechne pakiety sterylizacyj-
Y ne (pakiety papieru/folii) i sterylizowano pary.

13 Dozywotni

Procedura sterylizacji parowej zostata zatwierdzona za pomoca testéw laboratoryjnych. Pro-
dukty byly sterylne zatwierdzone w przedwaktadu co najmniej 5 minut trwania i temperatury
134°C przez cate zycie 50 cykili.

Mozesz nadal uzywac instrumentéw we wiasnej odpowiedzialnosci za te wartosc cyklu, jesli
opisy testéw w rozdziale 7 zostaty pomyslnie zakoriczone.

14 Skladowanie

Produkty nalezy przechowywaé w suchym, czystym i wolnym od kurzu miejscu w umiarkowa-
nej temperaturze od 5°C do 40°C.
Chronic¢ przed swiattem stonecznym i sztucznym.

X&)

15 Naprawa gwarancyjna

Nasze produkty sg wytwarzane z materiatdw o wysokiej jakosci i starannie sprawdzane przed
wysytkg.Jednak nawet jesli sg odpowiednio stosowane zgodnie z ich zamierzonym celem,
podlegajg im wiekszy lub mniejszy stopieh zuzycia w zaleznosci od ich intensywnosci
uzytkowania.

To zuzycie jest indukowane technicznie i nieuniknione.

Jesli usterki wystgpig niezaleznie od zuzycia, skontaktuj sie z naszg obstugg klienta.Wadliwe
produkty nie powinny by¢ juz uzywane.

Muszg przejs¢ petny proces leczenia przygotowawczego przed powrotem.
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16 Utylizacja

Przed utylizacjg produkt musi zosta¢ poddany kompletnemu procesowi dekontaminacji i stery-
lizacji zgodnie z procedurg opisang w niniejszej instrukcji obstugi.

Ryzyko zakazenia zanieczyszczonymi produktami!
A I Podczas utylizacji produktu, jego komponentéw i opakowania nalezy prze-
strzegac przepiséw krajowych.
Ryzyko zranienia ostrymi krawedziami i/lub spiczastymi produktami!
A | Podczas utylizacji produktu nalezy upewni¢ sie, ze opakowanie zapobiega
zranieniu przez produkt.

17 Adres ustug i producenta

Jesli wymagane sg instrukcje uzycia w formularzu papierowym, skorzystaj z danych kontakt-
owych wymienionych ponizej. Instrukcje uzycia w formie papierowej zostang udostepnione Ci
w ciggu siedmiu dni kalendarzowych po otrzymaniu zgdania.

Alternatywnie mozna rowniez wydrukowac¢ elektroniczne instrukcje do uzytku.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Niemcy
Tel.: +4974619471-0

E-mail: service@HEBUmedical.de
c € 0123 Sie¢: www.HEBUmedical.de
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» Nenhuma intervencdo em doentes com pace-
N makers

2 Introducgao

Ao adquirir este instrumento, esta a receber um produto de alta qualidade, cujo manuseamen-
to e utilizacdo correctos sdo descritos a seguir.

A fim de minimizar os riscos e o stress desnecessario para os doentes, utilizadores e terceiros,
leia atentamente as instrugdes de utilizagao e guarde-as num local seguro.

Os nossos produtos destinam-se exclusivamente ao uso profissional, de acordo com a finali-
dade prevista, por pessoal especializado devidamente formado e qualificado, e s6 podem ser
adquiridos por este.

3 Utilizacao prevista

3.1 Uso pretendido

Um produto monopolar ou bipolar usado para coagulacao de vasos vasculares ou feixes de
tecido para hemostasia. Nao € destinado ao uso em contato direto com o coragao, o sistema
circulatorio central ou o sistema nervoso central. E um produto reutilizavel.

3.2 Indicagao

O produto é utilizado em cirurgia de IC. S6 pode ser utilizado por pessoal especializado trei-
nado e qualificado.

3.3 Contra-indicagoes

A bracadeiras bipolar HF nao deve ser utilizada em conexao com o sistema nervoso central
ou circulatério. A laqueadura tubaria nao € uma aplicagéo segura.

3.4 Grupo-alvo de doentes

Os produtos sédo adequados para todos os grupos de doentes.

3.5 Capacidade maxima de carga elétrica

Capacidade maxima de carga elétrica é de 0,3 kVp.

326



Instrumento de vedagédo vascular Biseal® com fungao de corte Dz'

4  Aplicacao

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Testes funcionais na area cirurgica estéril

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Funcionamento

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montagem e desmontagem

5.1 Desmontagem da lamina

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

PERIGO!

& Nunca retire as laminas com os dedos - perigo de ferimentos!

328



Instrumento de vedagédo vascular Biseal® com fungao de corte I::Ei] m

5.2 Limpeza

3. Clean upper and lower parts of
blade duct

5.3 Conjunto de lamina

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Avisos de perigo

Os produtos s6 podem ser utilizados em combinagao com acessorios HEBU e apenas por pes-
soal especializado com formacéo clinica. Os eletrodos ndo devem ser dobrados, pois isso
pode danificar o material e causar a quebra do eletrodo. A poténcia de saida do dispositivo HF
s6 pode ser definida no valor absolutamente necessario para a intervengao. Se o desempenho
normal de coagulacao nao for alcancado apesar das configuragdes padrao do dispositivo HF,
nunca aumente a poténcia de saida do dispositivo sem primeiro verificar. Devem ser verifica-
dos detalhadamente: perfeito contato de todos os plugues e cabos HF, funcionamento do pe-
dal ou do interruptor digital na alga, isolamento dos cabos HF, do instrumento, bem como
limpeza e desgaste da extremidade distal do eletrodo(s) ativo(s). Antes de iniciar a operacgao,
verifique se os monitores estdo transmitindo sinais suavemente (por exemplo, sem ruido)
pressionando o botdo amarelo (CUT) e o botdo azul (COAG).

Para retirar o cabo HF, segure sempre pela ficha. Nunca puxe o cabo HF, pois isso pode re-
sultar em danos. Cabos com isolamento defeituoso/quebradi¢co ou rompimento do cabo elétri-
co (devido a forte torgcdo ou esmagamento do cabo) podem causar queimaduras ao usuario/
paciente ou até mesmo causar incéndio. Os instrumentos ativos de HF e os cabos de HF nao
devem ser colocados no paciente para evitar lesdes pessoais em caso de ativagédo acidental
de HF.

Para limpar os eletrodos ativos, o modo “Auto Start” (somente para uso bipolar) deve
ser desativado ou o instrumento deve ser desconectado do gerador. A area da ponta
pode ainda estar quente imediatamente apds a ativagéo, ou seja, ha risco de queima-
duras.

Queimaduras endégenas sdo queimaduras causadas por alta densidade de corrente no te-
cido do paciente. As causas podem incluir: O paciente entra acidentalmente em contato com
pecas eletricamente condutoras. Se os cabos HF entrarem em contato direto com a pele, as
correntes capacitivas podem causar queimaduras.

Queimaduras exégenas sdo queimaduras causadas pelo calor de liquidos ou gases inflama-
dos. Explosées também sdo possiveis. As causas podem ser: inflamacao de produtos de lim-
peza e desinfetantes de pele, inflamacéo de gases anestésicos, etc.

Os marcapassos cardiacos podem ser danificados pela corrente HF. Consulte um
® | cardiologista antes do procedimento. Nunca realize procedimentos ambulatoriais com
corrente de IC em pacientes portadores de marca-passo cardiaco.
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7

Instrucoes de seguranca

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Instrucoes de seguranca

Os dispositivos médicos sao entregues nao estéreis e devem ser limpos, desinfeta-
dos e esterilizados antes da primeira utilizagao.

Antes de cada utilizacao, o instrumento deve ser inspecionado visualmente quanto a
danos e contaminagao!

Verifique o isolamento dos eletrodos e a extensao do eixo quanto a danos antes de
cada uso.

Nao use produtos defeituosos!

Nao utilize na presenca de substancias inflamaveis ou explosivas!

Nunca coloque-o sobre o paciente ou nas suas imediacoes!

A HEBUmedical alerta expressamente contra a extensao do produto. Qualquer pror-
rogacao leva a exclusao de responsabilidade da HEBUmedical GmbH.

Proteja estes produtos de qualquer dano mecénico! Nao jogue! Nao use nenhuma for-
ca.

Evite sobrecarga mecénica do produto e de seus componentes além do projeto; isso
pode causar danos e perda de funcgao!

Cabos ou algas HF defeituosos geralmente ndo devem ser reparados. Eles devem
ser substituidos por novos.

d 4 =4 Wi N> N N NN

Observe as instrugdes do fabricante em relagao a capacidade de carga elétrical
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Protecao do paciente contra o contato com elementos metalicos aterrados (mesa de
cirurgia, poste intravenoso, etc.) durante a aplicagao.

Os produtos ndo devem ser limpos num banho de ultrassons.

Nao esterilize o produto em um esterilizador de ar quente.

Se os produtos forem utilizados em pacientes com encefalopatia espongiforme trans-
missivel ou infecgao por HIV, declinamos qualquer responsabilidade pela reutili-
zacao.

> BB B

Todos os incidentes graves relacionados com o dispositivo devem ser comunicados
ao fabricante e a autoridade competente do Estado-Membro onde o utilizador e/ou
paciente esta estabelecido.

10

Preparacgao

A pessoa encarregada do tratamento preparatério é responsavel por garantir que o tratamento
seja devidamente atendido usando o equipamento, materiais e pessoal relevante na insta-
lagao de tratamento e, portanto, alcanca o resultado desejado. Isso requer validagdo € moni-
toramento de rotina do processo usado. Exortamos vocé a tomar nota dos regulamentos
nacionais que lidam com a preparacao de instrumentos.

Os parametros validados se referem a instrumentos cirirgicos reutilizaveis. Os parametros va-
lidados devem ser observados para os outros produtos descritos, a menos que um procedi-
mento diferente seja explicitamente descrito.

10.1
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Informagodes sobre a preparacao do instrumento

Use agentes de limpeza e/ou desinfecgao com um valor de pH dentro de 9 a 10.
Observe as instrugdes do fabricante sobre dosagem, tempo de exposi¢ao e renova-
¢ao de solugdes.

Utilizar escovas adequadas que ndo removam material, ou seja, n&o utilizar escovas
duras (como escovas de metal e esponjas de metal) ou produtos de limpeza abrasi-
VOS grosseiros.

Nunca deixe instrumentos em agentes de limpeza ou desinfecgado por mais tempo
que o tempo especificado.

Enxague e seque cuidadosamente através de canais e tubos.

Instruments Os instrumentos sensiveis devem ser limpos em um acessorio de arma-
zenamento ou aperto.

Observe as instrugdes do fabricante da limpeza - e do equipamento de esterilizagao.
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10.1.1 Qualidade da agua

Para limpeza, neutralizagdo e enxague, recomendamos o uso de agua desmineralizada de
acordo com o "DGKH, DGSV, AKI para a validagao e monitoramento de rotina de processos
de limpeza e desinfecgao térmica automatizados para dispositivos médicos e sobre os princi-
pios dos dispositivos" (o Diretriz refere-se a DIN EN ISO 15883-1 Ponto 6.4.2).

De acordo com a diretriz, sdo recomendados os seguintes valores:

Condutividade: <15 ps/cm (divergindo da tabela da norma DIN EN 285)
Valorde pH: 5-7

Dureza total: 0,02 mmol CaO/I

Teor de sal: <10 mg/I

Fosfato (como P,0s5): <0,5 mg/I

Silicato (como SiO»): <1 mg/l

Cloreto: < 2 mg/I

10.2 Preparagao no local de uso

Imediatamente apds a utilizacdo, remover a sujidade grosseira dos instrumentos com uma
escova adequada (ver capitulo Kapitel 10.1) e enxaguar as canulas de trabalho. Nao use
agente de fixagado ou agua quente (> 40°C), pois isso resulta em residuos se tornando fixo e
pode afetar o sucesso da operagao de limpeza do sub -interino

Desmontam e/ou os instrumentos abertos o maximo possivel. Pouco tempo apds o uso dos
instrumentos, limpe os instrugdes para reduzir a secagem dos residuos.

Isso permite uma limpeza mais facil. Se os instrumentos entrarem em contato com medica-
mentos ou agentes de limpeza corrondos, lave a tese com agua imediatamente apds o uso.
Tempos de secagem mais longos, p. Para descarte a seco, nao é validado e ndo € recomen-
dado.

Y O tempo de secagem durante a validacao foi de 1 hora.

10.3 Limpeza manual

Como os processos mecanicos podem ser padronizados, reproduzidos e, portanto,
validados, a limpeza/desinfeccdo mecanica deve ser preferida aos processos manu-

& ais. O processo de limpeza e desinfecgdo manual nao é validado e é validado adicio-
nalmente pelo usuario final.
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10.4 Limpeza mecanica

Devido aos padrées internacionais (EN ISO 15883) e diretrizes nacionais, apenas os procedi-
mentos validados de limpeza e desinfeccdo mecanicos deveriam. Para limpeza automatizada,
recomendamos um programa padrao para instrumentos cirurgicos, por exemplolnstrumentos
de Miele.

Observe o seguinte carregando:

B Coloque os instrumentos desmontados ou abertos com seguranga na bandeja.

P Os instrumentos com aberturas e recessos devem ser colocados com o lado aberto
voltado para baixo, para que possam ser limpos e sem agua do processo de limpeza
pode coletar nelas.

[ Coloque os instrumentos com juntas em uma posigdo aberta na limpeza e desin-
feccao.
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[ Se houver um dispositivo de descarga disponivel, por exemplo, uma ligagédo Luer-
Lock, este tera de ser utilizado como mostrado na ilustragéo.

O pré-enxaguamento é seguido de uma limpeza a seco.
A limpeza quimica deve ser efectuada a uma temperatura entre 40°C e 60°C durante, pelo me-
nos, 5 minutos.

Recomendamos a utilizagdo de agentes de limpeza com um valor de pH entre 9 e 10, por
exemplo, Neodisher MediClean forte da Dr Weigert. A escolha do agente de limpeza depende
do material e das propriedades dos instrumentos, bem como dos regulamentos nacionais.
Se houver um aumento da concentragao de cloreto na agua, podem ocorrer fissuras por pitting
e corrosao sob tensdo nos instrumentos.

A ocorréncia de tal corrosado pode ser minimizada através da utilizacdo de agentes de limpeza
alcalinos e agua desmineralizada.

A adigdo de um agente neutralizante de base acida facilita o enxaguamento dos residuos de
detergente alcalino durante o primeiro enxaguamento intermédio.

Para evitar a formacgao de depdsitos, recomenda-se a utilizagdo de detergentes neutros se a
qualidade da agua for desfavoravel.
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A desinfecao térmica tem lugar ap6s o segundo enxaguamento intermédio.

A desinfecao térmica deve ser efectuada com agua desmineralizada que corresponda a qua-
lidade microbiolégica da agua potavel (< 100 UFC/mI de agua potavel) a 80 a 95°C e um tem-
po de exposi¢cao em conformidade com a norma EN ISO 15883.

Os utensilios de lavagem devem ser retirados da maquina no final do programa, uma vez que
a sua permanéncia na maquina pode provocar corrosao.

Y Parametros usados para a validagao da preparagéao

Pré-enxaguamento 1 minuto com agua da torneira fria

Temperatura: 55°C

Limpeza Tempo de imers&o: 5 minutos (pior caso)

Neodisher Mediclean Forte 0,4% (pior caso)

Temperatura: Agua desmineralizada fria

Neutralizagao Tempo de imersao: 2 minutos

Néodisher Z 0,1%

P6s-enrugamento 2 minutos com agua desmineralizada fria

Temperatura: 90 °C (Ag 3000)

Desinfecc¢ao
Tempo de imerséao: 5 minutos

10.5 Secagem

Garanta a secagem adequada pelo dispositivo de limpeza e desinfec¢do ou usando outras
medidas adequadas.

v A secagem foi omitida na validagéo (pior condigéo de caso).

11 Manutencao, inspecao

Ap06s o resfriamento as temperaturas da sala, os instrumentos devem ser visualmente inspe-
cionados quanto a residuos de proteinas e outras contaminacao. Fendas, barreiras, bloqueios,
tubos e outros sao dificeis de acessar devem ser completamente inspecionados. Os instru-
mentos que nao sao livres de residuos devem ser repetidamente submetidos a todo o proces-
so de reprocessamento.

Para garantir que os instrumentos cirdrgicos possam ser usados para fins pretendidos apds o
reprocessamento, é necessario realizar um teste funcional apds a limpeza, desinfecgao e seca
das medidas de inspecao e cuidados visuais. Realize os testes funcionais descritos no ponto
11.1.
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Os instrumentos que estejam manchados, rombos, dobrados, que ja nao funcionem, que es-
tejam danificados de qualquer outra forma ou que a etiqueta do instrumento ja ndo seja recon-
hecivel (por exemplo, etiqueta, cdédigo UDI ja nao legivel) devem ser eliminados!

Para ajudar a identificar instrumentos defeituosos que precisam ser resolvidos, recomenda-
mos o folheto "reprocessamento do instrumento” do grupo de trabalho "Preparagao de instru-
mentos". Isso incluiu o capitulo 8 "verificagbes e cuidados" e o capitulo 12 "Alteracbes da
superficie: depdsitos, descoloragdo, corrosao, envelhecimento, inchago e rachaduras no es-
tresse".

11.1 Teste de funcionamento

Um produto recém -adquirido deve ser submetido a uma verificacado visual e de fungao com-
pleta apds sua entrega e antes de cada uso.

Os produtos devem ser verificados quanto a irregularidades. Prestando atengao as rachadu-
ras, fraturas e a ocorréncia de corrosao.

Se houver juntas, os instrumentos devem ser oleados com um produto de atendimento antes
do teste funcional.Recomendamos um 6leo branco médico baseado no d6leo de parafina.
Verifique os instrumentos com juntas para facilitar o movimento.

A legibilidade da rotulagem deve ser igualmente verificada.

Realize uma verificagao de fungao de acordo com a aplicagdo pretendida do instrumento.

Testes essenciais para instrumentos com serramento e mandibula estdo entre outros:
B Abertura correta e fechamento (movimento suave, completo)

[ Serrisao intacta (dobrada, quebrada)
B As mandibulas devem fechar corretamente
B Nao jogando as mandibulas (mordida cruzada)

Os produtos defeituosos ndo devem ser usados e devem ter sido submetidos ao processo
completo de tratamento pré -infaratério novamente antes de serem devolvidos.

12 Esterilizacao

Antes da esterilizacao, os produtos devem ser submetidos a limpeza e desinfec¢éo, enxagua-
das sem residuos usando agua desmineralizada e seco subscentalmente. O HEBUmedical re-
comenda o uso de um processo de esterilizagdo a vapor validado (por exemplo, esterilizador
em conformidade com o EN 285 e validado de acordo com o DIN EN ISO 17665-1).
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Ao usar o método de vacuo fracionado, a esterilizacdo deve ser realizada com pelo menos
134°C (EUA 132°C) com um periodo minimo de habitagao de 3 minutos. A secagem a va-
cuo deve ser realizada por pelo menos 20 minutos.

Instrumento de vedagao vascular Biseal® com funcao de corte

Y Parametros usados para a validagao da esterilizagao a vapor
Prevacuum Trés vezes

Temperatura de esterilizagédo 132 °C

Tempo de esterilizagédo 1,5 minutos (método de meio ciclo)
Tempo de secagem 20 minutos

O vapor deve estar isento de ingredientes; os valores-limite recomendados para a 4gua de ali-
mentacao e o condensado de vapor sao definidos pela norma EN 285.

Outros processos de esterilizagdo sdo compativeis, mas nao validados pela HEBUmedical.
Respeitar o peso total recomendado aquando do carregamento!

Apos a esterilizagao, verificar se a embalagem esterilizada apresenta danos e verificar os in-
dicadores de esterilizacao.

121 Embalagem

Embalagem normalizada dos produtos para esterilizagdo de acordo com a norma ISO 11607.
A embalagem deve ser adequada aos instrumentos e proteger contra a contaminagéo micro-
bioldgica durante o armazenamento. O selo ndo deve estar sob tensdo. A HEBUmedical reco-
menda contentores ou embalagens tipicas de papel/filme hospitalar como embalagem de
esterilizacao.

Durante a validagao, os instrumenios foram embalados em empacotamentos de este-
Y rilizagdo comuns do hospital (embalagens de papel/filme) e esterilizados a vapor.

13 Vida util

O procedimento de esterilizagao a vapor foi validado por testes de laboratério.Os produtos fo-
ram validados estéreis a um pré-vacuum de pelo menos 5 minutos de duragdo e uma tempe-
ratura de 134°C por uma vida util de 50 ciclos.

Vocé pode continuar a usar os instrumentos por sua propria responsabilidade sobre esse valor
do ciclo se os descricdes dos testes no Capitulo 7 foram concluidos com sucesso.

14 Armazenar

Armazenar os produtos num ambiente seco, limpo e sem po, a temperaturas moderadas de
5°C a 40°C.
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Proteger da luz solar e da luz artificial.
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15 Garantia / Reparacao

Nossos produtos sao fabricados a partir de materiais de alta qualidade e cuidadosamente ve-
rificados antes da expedicdo. No entanto, mesmo se usados corretamente, de acordo com o
objetivo pretendido, eles estdo sujeitos a um grau de desgaste maior ou menor, dependendo
da intensidade do uso.

Este desgaste é técnico induzido e inevitavel.

Deve -se ocorrer falhas independentemente do desgaste, entre em contato com nossos servi-
¢os ao cliente. Produtos defeituosos ndo devem mais ser usados.

Eles devem passar pelo processo completo de tratamento preparatério antes de serem devol-
vidos.

16 Eliminacao

Antes da eliminacdo, o produto deve ser submetido a um processo completo de reprocessa-
mento e esterilizacédo, de acordo com o procedimento descrito nas presentes instrugcdes de uti-
lizagao.

Risco de infecao devido a produtos contaminados!
& | Na eliminagao do produto, dos seus componentes e da sua embalagem,
devem ser respeitadas as disposi¢gdes nacionais.

Risco de ferimentos devido a produtos com arestas vivas e/ou pontiagudas!
& I Aquando da eliminagéo do produto, é necessario garantir que a embalagem
impede a ocorréncia de ferimentos provocados pelo produto.

17 Endereco de servico e fabricante

Se as instrugbes para uso em papel forem necessarias, use os detalhes de contato listados
abaixo.As instrugdes para uso no formulario de papel serao disponibilizadas para vocé dentro
de sete dias de calendario apds o recebimento da solicitacao.

Como alternativa, as instrugdes eletrbnicas para uso também podem ser impressas.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Alemanha
Tel. +4974619471-0

E-mail: service@HEBUmedical.de
C € 0123 Web: www.HEBUmedical.de
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BhjRO

1 Explicatii pentru simboluri

Simbol Definitie
c € 0123 Marcaj CE
f"_\ Atentie

Parametri validati

Fabricant

LOT Numele lotului
REF Numar de referinta
& only Dispozitiv medical /
Dispozitiv cu prescriptie FDA
MD Dispozitiv medical
& Nu este steril
STERILE
"‘-..].o" 1% . .
/\"*\u A se pastra departe de lumina soarelui
]

A se pastra uscat

P
A

Temperatura

(Electronic) instructiuni de utilizare
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» Nicio interventie asupra pacientilor cu stimula-
. toare cardiace

2 Introducere

Odata cu achizitionarea acestui instrument, primiti un produs de inalta calitate, a carui mani-
pulare si utilizare corecta este descrisa mai jos.

Pentru a minimiza riscurile si stresul inutil pentru pacienti, utilizatori si terti, va rugam sa cititi
cu atentie instructiunile de utilizare si sa le pastrati intr-un loc sigur.

Produsele noastre sunt destinate exclusiv utilizarii profesionale, in conformitate cu scopul
prevazut, de céatre personal specializat, instruit si calificat in mod corespunzator, si pot fi
achizitionate numai de catre acesta.

3 Utilizare prevazuta

3.1 Scopul preconizat

Un produs monopolar sau bipolar folosit pentru coagularea vaselor sau a fasciculelor de tesut
pentru hemostazie. Nu este destinat utilizarii in contact direct cu inima, sistemul circulator cen-
tral sau sistemul nervos central. Este un produs reutilizabil.

3.2 Indicatie

Produsul este utilizat in chirurgia HF. Acesta poate fi utilizat numai de catre personalul de spe-
cialitate instruit si calificat.

3.3  Contraindicatii

Cleme bipolare HF nu trebuie utilizate in legatura cu sistemul nervos central sau circulator. Li-
gatura trompelor nu este o aplicatie sigura.

3.4  Grup tinta de pacienti
Produsele sunt potrivite pentru toate grupurile de pacienti.

3.5 Capacitate maxima de sarcina electrica

Capacitate maxima de sarcina electrica este de 0,3kVp.
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4 Utilizare

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Testare functionala in zona de operare sterila

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operatiunea

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Asamblare si demontare

5.1 Demontarea lamei

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

PERICOL!

& Nu scoateti niciodata lamele cu degetele - pericol de ranire!
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5.2 Curatenie

3. Clean upper and lower parts of
blade duct

5.3 Ansamblul lamei

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Avertismente de pericol

Produsele pot fi utilizate numai in combinatie cu accesoriile HEBU si numai de catre personal
specializat instruit clinic. Electrozii nu trebuie indoiti, deoarece acest lucru poate deteriora ma-
terialul si poate duce la ruperea electrodului. Puterea de iesire a dispozitivului HF poate fi
setatd numai la valoarea absolut necesara interventiei. Daca performanta obisnuita de coagu-
lare nu este atinsa in ciuda setarilor standard ale dispozitivului HF, nu cresteti niciodata puterea
de iesire a dispozitivului fara a verifica mai intai. Trebuie verificate in detaliu: contactul perfect
al tuturor mufelor si cablurilor HF, functionarea comutatorului cu picior sau a comutatorului cu
degetul de pe méner, izolarea cablurilor HF, a instrumentului precum si curatenia si uzura
capatului distal al electrod(i) activ(i). Inainte de a incepe operarea, verificati daca monitoarele
transmit semnale fara probleme (de exemplu, fara zgomot) apasand butonul galben (CUT) si
butonul albastru (COAG).

Pentru a scoate cablul HF, prindeti intotdeauna mufa. Nu trageti niciodata de cablul HF,
deoarece acest lucru ar putea duce la deteriorare. Cablurile cu izolatie defecta/casabila sau o
rupere a cablului electric (din cauza indoirii sau strivirii severe a cablului) pot provoca arsuri
utilizatorului/pacientului sau chiar pot provoca un incendiu. Instrumentele active HF si manere-
le HF nu trebuie asezate pe pacient pentru a evita rénirea personala in cazul activarii acciden-
tale a HF.

Pentru a curata electrozii activi, modul ,Auto Start” (numai pentru utilizare bipolara)
trebuie dezactivat sau instrumentul trebuie deconectat de la generator. Zona varfului
poate fi inca fierbinte imediat dupa activare, adica exista riscul de arsuri.

Arsurile endogene sunt arsuri cauzate de densitatea mare de curent in tesutul pacientului.
Cauzele pot include: Pacientul intra accidental in contact cu parti conductoare de electricitate.
Daca cablurile HF intra in contact direct cu pielea, curentii capacitivi pot provoca arsuri.

Arsurile exogene sunt arsuri cauzate de caldura lichidelor sau gazelor aprinse. Sunt posibile
si explozii. Cauzele pot fi: inflamarea produselor de curatare si dezinfectare a pielii, inflamarea
gazelor anestezice etc.

Stimulatoarele cardiace pot fi deteriorate de curentul HF. Consultati un cardiolog n-
¥ ainte de procedura. Nu efectuati niciodata proceduri in ambulatoriu cu curent IC la
pacientii cu stimulatoare cardiace.
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7

Instructiuni de siguranta

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Instructiuni de siguranta

Dispozitivele medicale se livreaza nesterile si trebuie curatate, dezinfectate si sterili-
zate Thainte de prima utilizare.

Inainte de fiecare utilizare, instrumentul trebuie inspectat vizual pentru deteriorari Si
contaminare!

Verificati izolatia electrozilor si prelungirea arborelui pentru a nu se deteriora inainte
de fiecare utilizare.

Nu folositi produse defecte!

Nu utilizati in prezenta substantelor inflamabile sau explozive!

Nu il asezati niciodata pe pacient sau in imediata apropiere a acestuia!

HEBUmedical avertizeaza in mod expres impotriva extinderii produsului. Orice extin-
dere duce la excluderea raspunderii de catre HEBUmedical GmbH.

Protejati aceste produse de orice deteriorare mecanica! Nu arunca! Nu folositi nicio
forta.

Evitati suprasolicitarea mecanica a produsului si a componentelor acestuia dincolo de
designul de proiectare; acest lucru poate duce la deteriorarea si pierderea functiei!

Cabilurile sau manerele HF defecte, in general, nu trebuie reparate. Acestea trebuie
inlocuite cu altele noi.

d 4 =4 Wi N> N N NN

Respectati instructiunile producatorului privind capacitatea de sarcina electrica!
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Protectia pacientului impotriva contactului cu elemente metalice impamantate (masa
de operatie, stalpul IV etc.) in timpul aplicarii.

Produsele nu trebuie curatate in baia cu ultrasunete.

Nu steriliza produsul cu aer cald.

Daca produsele sunt utilizate pe pacienti cu encefalopatie spongiforma transmisibila
sau infectie HIV, ne declinam orice responsabilitate pentru reutilizare.

> BB B

Toate incidentele grave legate de dispozitiv trebuie raportate producatorului si
autoritatii competente din statul membru Tn care este stabilit utilizatorul si/sau pacien-
tul.

10

Pregatire

Persoana responsabila de tratamentul pregatitor este responsabila de asigurarea faptului ca
tratamentul este realizat Tn mod corespunzator folosind echipamentele, materialele si persona-
lul relevant din instalatia de tratament si, astfel, obtine rezultatul dorit. Aceasta necesita valida-
rea si monitorizarea de rutina a procesului utilizat. Va rugam sa luati nota de reglementarile
nationale care se refera la pregatirea instrumentelor.

Parametrii validati se refera la instrumente chirurgicale reutilizabile. Parametrii validati trebuie
observati pentru celelalte produse descrise, cu exceptia cazului in care este descrisa in mod
explicit o procedura diferita.

10.1

354

Informatii despre pregatirea instrumentului

Folositi agenti de curatare si/sau dezinfectare cu o valoare pH in perioada 9-10.

Va rugam sa observati instructiunile producatorului cu privire la dozare, timpul de
expunere si reinnoirea solutiilor.

Utilizati perii adecvate care nu indeparteaza materialul, de exemplu, fara perii dure
(cum ar fi perii metalice si bureti metalici) sau detergenti abrazivi grosieri.

Nu lasati niciodata instrumente n agentii de curatare sau dezinfectare mai mult decat
timpul specificat.

Clatiti si uscati cu atentie prin canale si conducte.

Instrumentele sensibile trebuie curatate intr -un dispozitiv de depozitare sau de prin-
dere.

Observati instructiunile producatorului de curatare - si echipamente de sterilizare.
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10.1.1 Calitatea apei

Pentru curatare, neutralizare si clatire, va recomandam utilizarea apei demineralizate in con-

formitate cu ,,Ghidul DGKH, DGSV, AKI pentru validarea si monitorizarea de rutina a proceselor
automate de curatare si dezinfectare termica pentru dispozitivele medicale si pe principiile dis-
pozitivelor” (cele Ghidul se refera la DIN EN ISO 15883-1 Punctul 6. 4. 2).

Conform ghidului, sunt recomandate urmatoarele valori:

Conductivitate: <15 ps/cm (deviind de la tabelul din DIN EN 285)
Valoarea pH-ului: 5-7

Duritate totala: 0,02 mmol CaO/l

Continut de sare: < 10 mg/l

Fosfat (ca P,0O5): 0,5 mg/l

Silicat (ca SiO5): =1 mg/l

Clorura: =2 mgl/l

10.2 Pregatirea la locul de utilizare

Imediat dupa utilizare, indepartati murdaria grosiera de pe instrumente cu o perie adecvata (a
se vedea capitolul Kapitel 10.1) si clatiti canulele de lucru. Nu utilizati agenti de fixare sau apa
fierbinte (> 40°C), deoarece aceasta duce la fixarea reziduurilor si poate influenta succesul
curatarii ulterioare.

Dezasamblati si/sau deschideti instrumentele pe cat posibil.

Instrumentele trebuie curatate cat mai curand posibil dupa utilizare pentru a reduce uscarea
reziduurilor si a facilita astfel curatarea. In cazul in care instrumentele intra in contact cu medi-
camente corozive sau agenti de curatare, clatiti-le cu apa imediat dupa utilizare.

Duratele mai lungi de uscare, de exemplu, in cadrul eliminarii uscate, nu au fost validate si, prin
urmare, nu sunt recomandate.

Y Timpul de uscare in timpul validarii a fost de 1 ora.

10.3 Curatare manuala

Deoarece procesele mecanice pot fi standardizate, reproduse si, prin urmare, valida-
te, curatarea mecanica/dezinfectarea ar trebui sa fie preferata proceselor manuale.
Procesul de curatare manuala si dezinfectare nu este validat si trebuie validat in plus
de catre utilizatorul final.
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10.4 Curatare mecanica

Datorita standardelor internationale (EN ISO 15883) si a orientarilor nationale, ar trebui doar
procedurile de curatare mecanica si dezinfectare mecanica validata. Pentru curatarea
automata, va recomandam un program standard pentru instrumente chirurgicale, de ex. Inst-
rumente de la Miele.

Observati urméatoarele prin incarcare:

[ Asezati instrumentele dezasamblate sau deschise in siguranta in tava.

[ Instrumentele cu deschideri si adancituri trebuie sa fie plasate cu partea deschisa ori-
entata spre jos, astfel incat sa poata fi curatate si nu se poate colecta apa din proce-
sul de curatare.

Daca este disponibil, utilizati un dispozitiv de clatire coordonat.

[ Puneti instrumentele cu imbinari intr -o pozitie deschisa in curatare, si masina de
dezinfectare.

[ Daca este disponibil un dispozitiv de spalare, de exemplu o conexiune Luer-Lock,

356



Instrument de etansare vasculara Biseal® cu functie de taiere [:El m

acesta trebuie utilizat asa cum se arata in ilustratie.

Curatarea prealabila este urmata de curatarea uscata.
Curatarea chimica trebuie efectuata la o temperatura cuprinsa intre 40°C si 60°C timp de cel
putin 5 minute.

Va recomandam sa folositi agenti de curatare cu o valoare a pH-ului intre 9 si 10, de exemplu
Neodisher MediClean forte de la Dr. Weigert. Alegerea agentului de curatare depinde de ma-
terialul si proprietatile instrumentelor, precum si de reglementarile nationale.

Daca exista o concentratie crescuta de clorura in apa, pe instrumente pot aparea fisuri si
crapaturi de coroziune sub tensiune.

Aparitia unei astfel de coroziuni poate fi redusa la minimum prin utilizarea agentilor de curatare
alcalini si a apei demineralizate.

Adaugarea unui agent de neutralizare pe baza de acid faciliteaza clatirea reziduurilor de deter-
gent alcalin Tn timpul primei clatiri intermediare.

Pentru a preveni formarea de depuneri, se recomanda utilizarea detergentilor neutri daca ca-

litatea apei este nefavorabila.
Dezinfectia termica are loc dupa cea de-a doua clatire intermediara.

357



Dil Instrument de etansare vasculara Biseal® cu functie de taiere

Dezinfectia termica trebuie efectuata cu apa demineralizata care corespunde calitatii microbio-
logice a apei potabile (< 100 UFC/ml apa potabila) la 80-95°C si un timp de expunere in con-
formitate cu EN ISO 15883.

Articolele de spalat trebuie scoase din masina la sfarsitul programului, deoarece raméanerea in
masina poate provoca coroziune.

Y Parametri folositi pentru validarea pregatirii

Clatire prealabila 1 minut cu apa rece de la robinet

Temperatura: 55°C

Curatare Timp de inmuiere: 5 minute (cel mai rau caz)

Neodisher Mediclean Forte 0,4% (cel mai rau caz)

Temperatura: Apa rece demineralizata

Neutralizare Timp de inmuiere: 2 minute

Neodisher Z 0,1%

Post-clatire 2 minute cu apa rece demineralizata

Température: 90 °C (Ag 3000)

Dezinfectare

Timp de inmuiere: 5 minute

10.5 Uscare

Asigurati o uscare adecvata prin dispozitivul de curatare si dezinfectare sau utilizarea altor
masuri adecvate.

v Uscarea a fost omisa n validare (cea mai proasta conditie).

11 intretinere, inspectie

Dupa racirea la temperaturile camerei, instrumentele trebuie inspectate vizual pentru reziduu-
rile de proteine si alte contaminari. Trebuie sa fie inspectate cu atentie fantele, barierele, in-
cuietori, tuburi si altele care sunt dificil de accesat. Instrumentele care nu sunt fara reziduuri
trebuie sa fie supuse in mod repetat la intregul proces de reprocesare.

Pentru a se asigura ca instrumentele chirurgicale pot fi utilizate pentru scopul propus dupa re-
procesare, este necesar sa efectuati un test functional dupa curatare, dezinfectare si uscare a
masurilor de inspectie vizuala si de ingrijire. Efectuati testele functionale descrise la punctul
11.1.

Instrumentele care sunt patate, contondente, indoite, care nu mai sunt functionale, deteriorate
in orice alt mod sau a caror etichetare nu mai este recognoscibila (de exemplu, etichetarea,
codul UDI nu mai este lizibil) trebuie aruncate!
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Pentru a ajuta la identificarea instrumentelor defecte care trebuie rezolvate, va recomandam
brosura ,Reprocesarea instrumentelor” din grupul de lucru ,Pregatirea instrumentelor”. Aceas-
ta a inclus Capitolul 8 ,Verificari si ingrijire” si Capitolul 12 ,Schimbari de suprafata: depozite,
decolorare, coroziune, imbatranire, umflare si fisuri de stres”.

11.1 Test de functionare

Un produs nou achizitionat trebuie sa fie supus unei verificari vizuale si functionale amanuntite
dupa livrare si inainte de fiecare utilizare.

Produsele trebuie sa fie verificate pentru nereguli. Se verifica daca exista fisuri, fracturi si
aparitia coroziunii.

Tn cazul in care existd imbinari, instrumentele trebuie lubrifiate cu un produs de ingrijire pe baza
de parafina inainte de verificarea functionala. Tn acest scop, recomandam un ulei medical alb
pe baza de ulei de parafina.

Instrumentele cu articulatii ar trebui apoi sa fie verificate pentru usurinta de miscare.

De asemenea, trebuie verificata lizibilitatea etichetei.

Efectuati alte teste functionale in functie de utilizarea prevazuta a instrumentului.

Testele esentiale pentru instrumente cu serratie si maxilar sunt printre altele:
[ Deschiderea si inchiderea corecta (miscare lind, completa)
B serrare intacta (indoita, rupta)
[ falcile trebuie sa se inchida corect
[} Fara aruncarea falcilor (muscatura incrucisata)

Produsele defecte nu trebuie utilizate si trebuie sa fi trecut din nou in procesul complet de tra-
tament prefatabil inainte de a fi returnate.

12 Sterilizare

Tnainte de sterilizare, produsele trebuie sa fie supuse curatarii si dezinfectarii, sa fie clatite fara
reziduuri folosind apa demineralizata si uscate subsecvente. HEBUmedical recomanda utiliza-
rea unui proces validat de sterilizare a aburului (de exemplu, sterilizator in conformitate cu EN
285 si validat in conformitate cu DIN EN ISO 17665-1).

La utilizarea metodei de vid fractionate, sterilizarea trebuie efectuata cu cel putin 134°C (SUA
132°C) cu o perioada minima de 3 minute. Uscarea in vid trebuie efectuata de cel putin 20
de minute.

Y Parametrii folositi pentru validarea sterilizarii cu abur

Prevacuum De 3 ori

Temperatura de sterilizare 132 °C

Timp de sterilizare 1,5 minute (metoda de jumatate de ciclu)
Timp de uscare 20 de minute
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Aburul trebuie sa fie lipsit de ingrediente, valorile limita recomandate pentru apa de alimentare
si condensul de abur sunt definite de EN 285.

Alte procese de sterilizare sunt compatibile, dar nu sunt validate de HEBUmedical.
Respectati greutatea totala recomandata la incarcare! Dupa sterilizare, verificati daca ambala-
jul steril nu este deteriorat si verificati indicatorii de sterilizare.

12.1 Ambalaj

Ambalarea produselor pentru sterilizare in conformitate cu standardul ISO 11607. Ambalajul

trebuie sa fie adecvat pentru instrumente si sa protejeze impotriva contaminarii microbiologice
in timpul depozitarii. Sigiliul nu trebuie sa fie sub tensiune. HEBUmedical recomanda ca am-
balaj pentru sterilizare containere sau ambalaje tipice de spital din hartie/folie.

iR fimpul validarii, instrumentele au fost ambalate in pachetele de sterilizare comune de
Y spital (pachete de hartie/film) si sterilizate cu aburi.

ol

13 Durata de viata

Procedura de sterilizare a aburului a fost validata prin teste de laborator.Produsele au fost va-
lidate sterile la un pre-vacuum cu o durata de cel putin 5 minute si o temperatura de 134°C pen-
tru o viata de 50 de cicluri.

Puteti continua sa utilizati instrumentele la propria responsabilitate peste aceasta valoare a cic-
lului daca descriptiile testelor din capitolul 7 au fost finalizate cu succes.

14 Depozitare

Depozitati produsele intr-un mediu uscat, curat si lipsit de praf, la temperaturi moderate cuprin-
se intre 5°C si 40°C.
Protejati de lumina soarelui si de lumina artificiala.

-...\;f;.;
S
15 Garantie / reparatie

Produsele noastre sunt fabricate din materiale de inalta calitate si verificate cu atentie Thainte
de expediere.Cu toate acestea, chiar daca sunt utilizate corect in conformitate cu scopul pro-
pus, acestea sunt supuse unui grad mai mare sau mai mic de uzura, in functie de intensitatea
lor de utilizare.

Aceasta uzura este indusa din punct de vedere tehnic si inevitabila.

in cazul in care defectele apar independent de uzur, v rugam sa contactati serviciile noastre
pentru clienti.Produsele defecte nu ar trebui s& mai fie utilizate.

Acestia trebuie sa fie supusi procesului complet de tratament pregatit inainte de a fi returnat.
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16 Eliminarea

Tnainte de eliminare, produsul trebuie supus procesului complet de reprocesare si sterilizare in
conformitate cu procedura descrisa in aceste instructiuni de utilizare.

Risc de infectie din cauza produselor contaminate!
A B La eliminarea produsului, a componentelor sale si a ambalajului acestora,
trebuie respectate reglementarile nationale.

Risc de ranire din cauza produselor cu margini ascutite si/sau ascutite!
A | La eliminarea produsului, trebuie sa se asigure ca ambalajul previne ranirea
de catre produs.

17 Adresa de servicii si producator

Daca sunt necesare instructiunile de utilizare in formular de hartie, va rugam sa utilizati datele
de contact enumerate mai jos.Instructiunile de utilizare in formular de hartie va vor fi puse la
dispozitie in termen de sapte zile calendaristice dupa primirea cererii.

In mod alternativ, instructiunile electronice pentru utilizare pot fi, de asemenea, tiparite.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Germania
Tel. +49 74619471 -0

E-Mail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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1 Symbolforklaringar

Symbol Definition
c € 0123 CE-markning

A Uppmarksamhet
Y Validerade parametrar
d Tillverkare
LOT Batchnamn

REF Referensnummer

&on]y Medicinteknisk produkt /

FDA receptbelagd enhet

MD Medicinteknisk produkt
faas Inte steril

:-“-\‘]'% Forvaras atskilt fran solljus

Forvaras torrt

/l’ Temperatur

EB] [1i] (Elektroniska) bruksanvisningar

Hinweis auf olFU
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Ingen intervention pa patienter med pacema-
=* ker

2 Inledning

Genom kopet av detta instrument far du en hogkvalitativ produkt, vars korrekta hantering och
anvandning beskrivs nedan.

For att minimera risker och onddig stress for patienter, anvandare och tredje part ska du lasa
igenom bruksanvisningen noggrant och férvara den pa ett sakert stalle.

Vara produkter ar uteslutande avsedda for professionell anvandning i enlighet med deras av-
sedda andamal av lampligt utbildad och kvalificerad specialistpersonal och far endast kdpas
av sadan personal.

3  Avsedd anvandning

3.1 Avsett andamal

En monopolar eller bipolar produkt som anvands for koagulation av karl eller vdvnadsbuntar
fér hemmostas. Den ar inte avsedd for anvandning i direkt kontakt med hjartat, centrala cirku-
lationssystemet eller centrala nervsystemet. Det ar en ateranvandbar produkt.

3.2 Indikation

Produkten anvands vid HF-kirurgi. Den far endast anvandas av utbildad och kvalificerad fack-
personal.

3.3 Kontraindikationer

De bipolara HF-klammor far inte anvandas i samband med det centrala nervsystemet eller cir-
kulationssystemet. Tubal ligering ar inte en saker applikation.

3.4 Patientmalgrupp

Produkterna ar lampliga for alla patientgrupper.

3.5 Maximal elektrisk belastningskapacitet

Maximal elektrisk belastningskapacitet ar 0,3 kVp.
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4 Anvandning

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funktionstestning i det sterila operationsomradet

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Drift

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montering och demontering

5.1 Demontering av blad

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

FARA!

& Ta aldrig bort knivarna med fingrarna - risk fér skador!
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5.2 Rengoring

3. Clean upper and lower parts of
blade duct

5.3 Bladmontering

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Farovarningar

Produkterna far endast anvandas i kombination med HEBU-tillbehér och endast av kliniskt ut-
bildad specialistpersonal. Elektroder far inte bojas eftersom det kan skada materialet och leda
till att elektroden gar av. HF-enhetens uteffekt far endast stéllas in pa det varde som ar absolut
nédvandigt for ingreppet. Om den vanliga koaguleringsprestandan inte uppnas trots standard-
installningarna for HF-enheten, 6ka aldrig enhetens uteffekt utan att forst kontrollera. Foljande
maste kontrolleras i detalj: perfekt kontakt mellan alla HF-kontakter och kablar, funktion av fot-
kontakten eller fingerkontakten pa handtaget, isolering av HF-kablarna, instrumentet samt ren-
het och slitage av den distala anden av aktiv(a) elektrod(er). Innan du startar operationen,
kontrollera att monitorerna sander signaler smidigt (t.ex. utan brus) genom att trycka pa den
gula knappen (CUT) och den bla knappen (COAG).

For att dra ut HF-kabeln, ta alltid tag i kontakten. Dra aldrig i HF-kabeln eftersom detta kan
leda till skador. Kablar med defekt/sprdd isolering eller brott i elkabeln (pa grund av kraftig
knackning eller kldamning av kabeln) kan orsaka brannskador pa anvandaren/patienten eller till
och med orsaka brand. Aktiva HF-instrument och HF-handtag far inte placeras pa patienten for
att undvika personskador vid oavsiktlig HF-aktivering.

For att rengdra de aktiva elektroderna maste "Auto Start"-laget (endast for bipolar an-
vandning) avaktiveras eller sa maste instrumentet kopplas bort fran generatorn. Spet-

& somradet kan fortfarande vara varmt direkt efter aktivering, dvs det finns risk for
brannskador.

Endogena brannskador ar brannskador orsakade av hdg stromtathet i patientens vavnad. Or-
saker kan vara: Patienten kommer av misstag i kontakt med elektriskt ledande delar. Om HF-
kablar kommer i direkt kontakt med huden kan kapacitiva strémmar orsaka brannskador.

Exogena brannskador ar brannskador som orsakas av varmen fran antanda vatskor eller

gaser. Explosioner ar ocksa mojliga. Orsaker kan vara: inflammation i hudrengéringsmedel och
desinfektionsmedel, inflammation av anestesiga gaser, etc.

Pacemakers kan skadas av HF-strom. Radfraga en kardiolog fore proceduren. Utfor
aldrig polikliniska ingrepp med HF-strém pa patienter med pacemaker.
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7

Sakerhets instruktioner

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Sakerhets instruktioner

Den medicinska utrustningen levereras icke-sterila och maste rengdéras, desinficeras
och steriliseras fore forsta anvandningen.

Fore varje anvandning maste instrumentet inspekteras visuellt fér skador och konta-
minering!

Kontrollera isoleringen av elektroderna och axelférlangningen fér skador fére varje an-
vandning.

Anvand inte defekta produkter!

Anvand inte i narvaro av brandfarliga eller explosiva amnen!

Placera den aldrig pa patienten eller i dennes omedelbara narhet!

HEBUmedical varnar uttryckligen for att férlanga produkten. Varje férlangning leder till
ansvarsfrihet fran HEBUmedical GmbH.

Skydda dessa produkter fran alla mekaniska skador! Kasta inte! Anvand inget vald.

Undvik mekanisk éverbelastning av produkten och dess komponenter utéver design-
designen, detta kan leda till skador och funktionsbortfall!

Defekta HF-kablar eller handtag far i allmanhet inte repareras. De maste bytas ut mot
nya.

d 4 =4 Wi N> N N NN

Beakta tillverkarens anvisningar for elektrisk belastningskapacitet!
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Skydd av patienten fran kontakt med jordade metalliska element (operationsbord,
dropppol, etc.) under applicering.

Produkterna far inte rengoras i ett ultraljudsbad.

Sterilisera inte produkten i varmluftssterilisator.

Om produkterna anvands pa patienter med transmissibel spongiform encefalopati el-
ler HIV-infektion fransager vi oss allt ansvar for ateranvandning.

> BB B

Alla allvarliga incidenter relaterade till produkten maste rapporteras till tillverkaren och
den behériga myndigheten i den medlemsstat dar anvandaren och/eller patienten ar
etablerad.

10

Forberedelse

Personen som ansvarar for férberedande behandling ar ansvarig for att sakerstalla att behand-
lingen ar vederbdrligen skét ut med hjalp av relevant utrustning, material och personal i be-
handlingsanlaggningen och uppnar sa det dnskade resultatet. Detta kraver validering och
rutinmassig dvervakning av den anvanda processen. Vi uppmanar er att notera de nationella
férordningarna som handlar om instrumentférberedelser.

De validerade parametrarna hanvisar till ateranvandbara kirurgiska instrument. De validerade
parametrarna bor observeras for de andra produkterna som beskrivs, savida inte en annan pro-
cedur uttryckligen beskrivs.

10.1
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Information om instrumentforberedelser

Anvand rengorings- och/eller desinficeringsmedel med ett pH-varde inom 9-10.

Observera tillverkarens instruktioner angaende dosering, exponeringstid och forny-
else av lésningar.

Anvand lampliga borstar som inte avlagsnar material, d.v.s. inga harda borstar (t.ex.
metallborstar och metallsvampar) eller grova slipande rengdringsmedel.

Lamna aldrig instrument i rengorings- eller desinfektionsagenter langre an den angi-
vna tiden.

Skolj och torka forsiktigt genom kanaler och ror.
Kéansliga instrument maste rengéras i en lagrings- eller klammajlighet.

Observera tillverkarens instruktioner for rengoring - och steriliseringsutrustning.
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10.1.1 Vattenkvalitet

For rengoring, neutralisering och skéljning rekommenderar vi anvandning av demineraliserat
vatten i enlighet med "riktlinjen DGKH, DGSV, AKI for validering och rutindvervakning av auto-
matiserad rengdring och termisk desinfektionsprocesser for medicintekniska apparater och pa
principerna for enheter" (The Rutine Monitorering Riktlinje hanvisar till DIN EN 1SO 15883-1
Punkt 6. 4. 2).

Enligt riktlinjerna rekommenderas foljande varden:

Konduktivitet: <15 ps/cm (avviker fran tabellen i DIN EN 285)
pH-varde: 5-7

Total hardhet: 0,02 mmol CaO/l

Salthalt: < 10 mg/I

Fosfat (som P,0O5): <0,5 mg/I

Silikat (som SiO5): <1 mgl/l

Klorid: < 2 mg/l

10.2 Forberedelse pa anvandningsplatsen

Omedelbart efter anvandning ska du avlagsna grov smuts fran instrumenten med en [amplig
borste (se kapitel Kapitel 10.1) och skdlj ur arbetskanylerna. Anvand inga fixeringsmedel eller
varmt vatten (> 40°C), eftersom detta leder till att rester fixeras och kan paverka den efterfol-
jande rengdringen.

Demontera och/eller 6ppna instrumenten sa langt det ar majligt.

Instrumenten boér rengdras sa snart som majligt efter anvandning for att minska torkningen av
rester och darmed underlatta rengéringen. Om instrumenten kommer i kontakt med fratande
mediciner eller rengéringsmedel ska de skéljas med vatten omedelbart efter anvandning.
Langre torktider, t.ex. som en del av torr avfallshantering, har inte validerats och rekommende-
ras darfor inte.

Y Torkningstiden under valideringen var 1 timme.

10.3 Manuell rengoring

Eftersom mekaniska processer kan standardiseras, reproduceras och darfor valide-
ras, bor mekanisk rengdring/desinfektion féredras framfér manuella processer. Ma-

& nuell rengdrings- och desinfektionsprocess valideras inte och dar for att valideras
dessutom av slutanvandaren.
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10.4 Mekanisk rengoring

Pa grund av internationella standarder (EN ISO 15883) och nationella riktlinjer bér endast va-
liderade mekaniska rengdrings- och desinfektionsférfaranden. Fér automatiserad rengdring re-
kommenderar vi ett standardprogram for kirurgiska instrument, t.ex.Instrument fran Miele.

Observera foljande genom att ladda:

[ Placera de demonterade eller 6ppnade instrumenten sakert i facket.

Instrument med 6ppningar och urtag maste placeras med den 6ppna sidan mot nedat
sa att de kan rengdras och inget vatten fran rengdringsprocessen kan samlas i dem.

Om du ar tillganglig, anvand en samordnad skdéljningsenhet.

B Placera instrumenten med leder i ett 6ppet lage i rengodring, och desinfektionsmaski-
nen.

[ Om en spolningsanordning, t.ex. en Luer-Lock-anslutning, finns tillganglig, ska den
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anvandas enligt bilden.

Forskaljningen foljs av torr rengdring.
Kemisk rengoéring boér utféras i 40-60°C i minst 5 minuter.

Vi rekommenderar att du anvander rengéringsmedel med ett pH-varde mellan 9 och 10, t.ex.
Neodisher MediClean forte fran Dr Weigert. Valet av rengdringsmedel beror pa instrumentens
material och egenskaper samt nationella bestammelser.

Om det finns en 6kad kloridkoncentration i vattnet kan det uppsta gropfratning och spannings-
korrosion pa instrumenten.

Forekomsten av sadan korrosion kan minimeras genom att anvanda alkaliska rengéringsme-
del och demineraliserat vatten.

Tillsatsen av ett syrabaserat neutraliseringsmedel gor det lattare att skdlja bort rester av alka-
liska rengdringsmedel under den férsta mellanskdljningen.

For att forhindra att avlagringar bildas rekommenderas anvandning av neutrala rengéringsme-

del om vattenkvaliteten ar ogynnsam.
Termisk desinfektion sker efter den andra mellanskdéljningen.
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Termisk desinfektion ska utféras med avmineraliserat vatten som motsvarar mikrobiologisk dri-
cksvattenkvalitet (< 100 CFU/ml dricksvatten) vid 80 till 95 °C och en exponeringstid i enlig-
het med EN ISO 15883.

Diskgodset maste tas ut ur maskinen nar programmet ar slut, eftersom det kan orsaka korro-
sion om det ligger kvar i maskinen.

Y Parametrar som anvands for validering av forberedelser

Forskoljning 1 minut med kallt kranvatten

Temperatur: 55°C

Rengoring Bl6tande tid: 5 minuter (varsta fall)

Neodisher Mediclean Forte 0,4% (varsta fall)

Temperatur: kallt demineraliserat vatten

Neutralisering BI6tningstid: 2 minuter

Neodisher Z 0,1%

Skoljning 2 minuter med kallt avmineraliserat vatten

Temperatur: 90 °C (Ag 3000)

Desinfektion

Bl6tningstid: 5 minuter

10.5 Torkning

Se till att adekvat torkning av rengdrings- och desinfektionsenheten eller med andra lampliga
atgarder.

v Torkning utelamnades i valideringen (varsta fall).

11  Underhall, inspektion

Efter kylning till rumstemperaturer maste instrumenten visuellt inspekteras for proteinrester och
annan fororening. Slits, barriarer, las, ror och andra &r som ar svara att komma at maste in-
spekteras noggrant. Instrument som inte ar restfria maste upprepas upprepade ganger for hela
upparbetningsprocessen.

For att sakerstalla att kirurgiska instrument kan anvandas for deras avsedda syfte efter uppar-
betning ar det ndédvandigt att utfora ett funktionellt test efter rengdring, desinfektion och torrt av
de visuella inspektions- och vardatgarderna. Utfér de funktionella testerna som beskrivs i punkt
11.1.

Instrument som ar flackiga, trubbiga, boéjda, inte langre funktionsdugliga, skadade pa nagot an-
nat satt eller vars markning inte langre gar att kdnna igen (t.ex. markning, UDI-kod som inte
langre ar lasbar) maste kasseras!
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For att hjalpa till att identifiera felaktiga instrument som maste sorteras rekommenderar vi bro-
schyren "instrumentupparbetning” fran arbetsgruppen "instrumentférberedelse". Detta inklude-
rade kapitel 8 "Kontroller och vard" och kapitel 12 "Ytférandringar: Insattningar, missfargning,
korrosion, aldrande, svullnad och stresssprickor”.

11.1 Funktionstest

En nyligen képta produkt maste underkastas en grundlig visuell och funktionskontroll efter le-
veransen och fore varje anvandning.

Produkter maste kontrolleras for oegentligheter.Var uppmarksam pa sprickor, frakturer och fo-
rekomst av korrosion.

Om det finns leder bor instrumenten oljas med en vardprodukt fore funktionstestet.Vi rekom-
menderar en medicinsk vit olja baserad pa paraffinolja.

Kontrollera instrument med leder for att underlatta rorelse.

Markningen maste ocksa kontrolleras med avseende pa lasbarhet.

Utfor en funktionskontroll i enlighet med instrumentets avsedda tillampning.

Viktiga tester for instrument med serration och kake ar bland andra:
B Korrekt 6ppning och stangning (smidig rorelse, komplett)
I Intakt Serration (Bent, Broken Off)
B kaftarna maste stédnga ordentligt
B Inga kastar kdkarna (Cross Bite)

Defekta produkter far inte anvandas och maste ha genomgatt den kompletta prefaratoriska be-
handlingsprocessen igen innan de returneras.

12 Sterilisering

Fore sterilisering maste produkter genomga rengdring och desinfektion, skdljas utan rester
med hjalp av demineraliserat vatten och substalt torkat. HEBUmedical rekommenderar att man
anvander en validerad angsteriliseringsprocess (t.ex. sterilisator i enlighet med EN 285 och va-
lideras i enlighet med DIN EN ISO 17665-1).

Vid anvandning av den fraktionerade vakuummetoden maste sterilisering utféras med minst
134°C (USA 132°C) med en minsta bostadsperiod pa 3 minuter. Vakuumtorkning maste ut-
féras genom att utférs i minst 20 minuter.

Y Parametrar som anviands for validering av angsterilisering
Prevacuum 3 ganger
Steriliseringstemperatur 132 °C

Steriliseringstid 1,5 minuter (halvcykelmetod)
Torktid 20 minuter
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Angan maéste vara fri fran ingredienser, rekommenderade gransvéarden fér matarvatten och
angkondensat definieras i EN 285.

Andra steriliseringsprocesser ar kompatibla, men har inte validerats av HEBUmedical.
Observera den rekommenderade totalvikten vid lastning! Efter steriliseringen ska du kontroll-
era att sterilférpackningen inte ar skadad och kontrollera steriliseringsindikatorerna.

12.1 Forpackning

Standardiserad forpackning av produkterna for sterilisering i enlighet med ISO 11607. Férpack-
ningen maste vara lamplig fér instrumenten och skydda mot mikrobiologisk kontaminering un-
der forvaring. Forseglingen far inte vara under spanning. HEBUmedical rekommenderar
behallare eller typiska sjukhusférpackningar av papper/film som steriliseringsférpackningar.

Under validering forpackades instrumenten pa sjukhus vanliga steriliseringsforpacknin-
gar (pappers/filmférpackningar) och angsteriliserade.

13 Livstid

Angsteriliseringsférfarandet validerades genom laboratorietester.Produkterna validerades ste-
rila vid en pre-vacuum av minst 5 minuters varaktighet och en temperatur pa 134°C under en
livstid pa 50 cykler.

Du kan fortsatta att anvanda instrumenten pa ditt eget ansvar dver detta cykelvarde om test-
beskrivningarna i kapitel 7 har slutforts.

14 Lagring

Fdrvara produkterna i en torr, ren och dammfri miljé vid mattliga temperaturer mellan 5°C och
40°C.
Skydda mot solljus och artificiellt ljus.

K+ )

15 Garanti/ reparation

NVara produkter tillverkas av hogkvalitativa material och kontrolleras noggrant fére avsandnin-
gen.Men aven om de anvands korrekt i enlighet med deras avsedda syfte ar de foremal for en
storre eller mindre grad av slitage beroende pa deras anvandningsintensitet.

Detta slitage ar tekniskt inducerat och oundvikligt.

Om fel férekommer oberoende av slitage, vanligen kontakta vara kundtjanster.Defekta pro-
dukter bor inte langre anvandas.

De maste genomga den fullstandiga férberedande behandlingsprocessen innan de aterlam-
nas.
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16 Bortskaffande

Innan produkten kasseras maste den genomga en fullstandig reprocessing- och sterilisering-
sprocess i enlighet med det forfarande som beskrivs i denna bruksanvisning.

Infektionsrisk pa grund av kontaminerade produkter!
A I Vid kassering av produkten, dess komponenter och forpackningar maste
nationella bestammelser foljas.

Risk for personskador pa grund av vassa och/eller spetsiga produkter!
A I Vid kassering av produkten maste man se till att férpackningen férhindrar
skador fran produkten.

17 Service- och tillverkaradress

Om instruktionerna for anvandning i pappersform kravs, anvand kontaktinformationen ne-
dan.Instruktionerna fér anvandning i pappersform kommer att géras tillgangliga for dig inom sju
kalenderdagar efter att du har fatt begaran.

Alternativt kan de elektroniska instruktionerna fér anvandning ocksa skrivas ut.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Tyskland
Tel. +4974619471-0

E-post: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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1 Vysvetlenia symbolov

Symbol Definicia
c € 0123 Oznacenie CE
A Nebezpedenstvo
v Overené parametre
d Vyrobca
LOT Nazov Sarze
REF Referencné Cislo
& only Zdravotnicka pomdcka /
Pomécka na predpis FDA
MD Zdravotnicka pomdcka
) Nie sterilné
sTEme
:-“-\‘]'% Skladujte mimo dosahu slne¢ného Ziarenia

Skladujte v suchu

/l’ Teplota

EB] [1i] (Elektronicky) navod na pouzitie

Hinweis auf olFU
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Ziadny zasah u pacientov s kardiostimulato-
R rom

2 Uvod

Kupou tohto pristroja ziskavate vysokokvalitny vyrobok, ktorého spravna manipulacia a
pouZzivanie su popisané nizSie.

V zaujme minimalizacie rizik a zbyto€ného stresu pre pacientov, pouzivatefov a tretie strany si
pozorne precitajte navod na pouZitie a uschovajte ho na bezpe¢nom mieste.

Nase vyrobky su uréené vyluéne na profesionalne pouzitie v sulade s ich uc¢elom, ktoré je vyh-
radené pre vyskoleny a kvalifikovany odborny personal, a mézu byt zakupené iba tymto per-
sonalom.

3 Uréené pouzitie
3.1 Zamyslané pouzitie

Monopolarny alebo bipolarny produkt pouzivany na zrazanie ciev alebo zvazkov tkaniva pri he-
mostaze. Nie je uréeny na pouzitie v priamom kontakte so srdcom, centralnym obehovym sys-
témom alebo centralnym nervovym systémom. Je to opakovane pouzitelny produkt.

3.2 Indikacie

Produkt sa pouziva v chirurgii VF. M6ze ho pouzivat iba vySkoleny a kvalifikovany odborny per-
sonal.

3.3 Kontraindikacie

Bipolarne svorky HF sa nesmu pouzivat' v suvislosti s centralnym nervovym alebo obehovym
systémom. Tubal ligacia nie je bezpecna aplikacia.

3.4 Cielova skupina pacientov

Vyrobky su vhodné pre vSetky skupiny pacientov.

3.5 Maximalna elektricka zat’azitelnost’

Maximalna elektricka zatazitelnost je 0,3 kVp.
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4 Pouzitie

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkéné testovanie v sterilnom operacnom priestore

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operacia

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montaz a demontaz

5.1 Demontaz cepele

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

NEBEZPECENSTVO!

& Cepele nikdy neodstrafiujte prstami - hrozi nebezpe&enstvo poranenial!
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5.2 cistenie

3. Clean upper and lower parts of
blade duct

5.3 Montaz ¢epele

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6  Varovania pred nebezpecenstvom

Produkty mézu byt pouzivané len v kombinacii s prislusenstvom HEBU a len klinicky vySko-
lenym odbornym personalom. Elektrody sa nesmu ohybat, pretoze to méze poskodit material
a viest' k odlomeniu elektrody. Vystupny vykon VF zariadenia je mozné nastavit' len na hodnotu
nevyhnutne potrebnu pre zasah. Ak sa napriek Standardnym nastaveniam VF pristroja nedo-
siahne obvykly koagulaény vykon, nikdy nezvysujte vystupny vykon pristroja bez predchadza-
jucej kontroly. Je potrebné podrobne skontrolovat nasledovné: dokonaly kontakt vSetkych VF
zastréiek a kablov, funkénost nozného spinaca alebo prstového spina¢a na rukovati, izolacia
VF kablov, pristroja, ako aj Cistota a opotrebovanie distadlneho konca aktivna elektréda(y). Pred
spustenim prevadzky skontrolujte, ¢i monitory vysielaju signaly plynulo (napr. bez Sumu)
stlagenim Zzltého tlacidla (CUT) a modrého tlacidla (COAG).

Pri vytahovani HF kabla vzdy uchopte zastréku. Nikdy net'ahajte za VF kabel, pretoze by to
mohlo viest k poSkodeniu. Kable s chybnou/krehkou izolaciou alebo zlomeny elektricky kabel
(v dosledku silného zauzlenia alebo rozdrvenia kabla) méZu pouZzivateflovi/pacientovi spésobit
popaleniny alebo dokonca spésobit poZiar. Aktivne HF nastroje a HF rukovate nesmu byt um-
iestnené na pacientovi, aby sa predislo zraneniu osdb v pripade nahodnej aktivacie HF.

Ak chcete vydistit’ aktivne elektrody, musite deaktivovat rezim ,Auto Start” (iba pre bi-
polarne pouzitie) alebo musi byt pristroj odpojeny od generatora. Oblast hrotu mbze
byt bezprostredne po aktivacii eSte horuca, t.j. hrozi nebezpefenstvo popalenia.

Endogénne popaleniny su popaleniny spdsobené vysokou hustotou pradu v tkanive pacien-
ta. Pri¢iny m6zu zahffat: Pacient nahodne pride do kontaktu s elektricky vodivymi ¢astami. Ak
sa vysokofrekvencéné kable dostanu do priameho kontaktu s pokozkou, kapacitné prudy mézu
spbsobit’ popaleniny.

Exogénne popaleniny su popaleniny spdsobené teplom zapalenych kvapalin alebo plynov.
Mozné su aj vybuchy. Pric¢iny mézu byt: zapal prostriedkov na Cistenie a dezinfekciu pokozky,
zapal anestetickych plynov atd.

Srdcové stimulatory mdzu byt poSkodené vysokofrekvenénym prudom. Pred zakro-
¥ kom sa poradte s kardiolégom. Nikdy nevykonavajte ambulantné zakroky s VF pru-
dom u pacientov s kardiostimulatorom.
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7

Bezpecnostné instrukcie

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

(]

Bezpecnostné instrukcie

Zdravotnicke pomécky sa dodavaju nesterilné a pred prvym pouzitim musia byt
vyCistené, dezinfikované a sterilizované.

Pred kazdym pouzitim musi byt pristroj vizualne skontrolovany, €i nie je poSkodeny a
znecisteny!

Pred kazdym pouzitim skontrolujte izolaciu elektréd a prediZenia hriadela, &i nie st
poSkodené.

Nepouzivajte chybné vyrobky!

Nepouzivajte v pritomnosti horlavych alebo vybusnych latok!

Nikdy ho neumiestiujte na pacienta alebo do jeho bezprostrednej blizkosti!

HEBUmedical vyslovne varuje pred predlZzovanim produktu. Akékolvek prediZenie ve-
die k vylu€eniu zodpovednosti zo strany HEBUmedical GmbH.

Chrante tieto produkty pred akymkolvek mechanickym poskodenim! NehadZte! Ne-
pouzivajte Ziadnu silu.

Zabrante mechanickému nadmernému namahaniu produktu a jeho komponentov nad
ramec konstruk&ného navrhu, mdze to viest k poskodeniu a strate funkcie!

PoSkodené vysokofrekvenéné kable alebo rukovate sa spravidla nesmu opravovat.
Musia byt nahradené novymi.

d 4 =4 Wi N> N N NN

Dodrzujte pokyny vyrobcu tykajuce sa elektrickej zatazitelnostil
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Ochrana pacienta pred kontaktom s uzemnenymi kovovymi prvkami (operacny stdl,
infuzny stlp a pod.) poc¢as aplikacie.

Vyrobky sa nesmu Cistit’ v ultrazvukovej kupeli.

Nesterilizujte produkt v hordcom vzduchovom sterilizatore.

Ak sa produkty pouziju u pacientov s prenosnou spongiformnou encefalopatiou alebo
infekciou HIV, odmietame akukolvek zodpovednost za opatovné pouzitie.

VSetky vazne incidenty suvisiace s pomdckou sa musia nahlasit vyrobcovi a pris-
luSnému organu Clenského Statu, v ktorom ma pouZzivatel a/alebo pacient sidlo.

> BB B

10 Priprava

Osoba, ktora je zodpovedna za pripravné oSetrenie, je zodpovedna za zabezpedlenie toho, aby
sa lie€ba riadne usadila pomocou prislusného vybavenia, materialov a personalu v lieCebnom
zariadeni, a preto dosahuje pozadovany vysledok. To si vyZzaduje validaciu a rutinné monito-
rovanie pouzitého procesu. Ziadame vas, aby ste vzali na vedomie narodné predpisy zaobe-
rajuce sa pripravou nastrojov.

Overované parametre sa vztahuju na opakovane pouzitelné chirurgické nastroje. Overované
parametre by sa mali pozorovat pre ostatné produkty, ktoré su opustené, pokial nie je vyslovne
opisany iny postup.

10.1 Informacie o priprave pristroja

Pouzite Cistiace a/alebo dezinfekéné Cinidla s hodnotou pH v ramci 9-10.
Dodrziavajte pokyny vyrobcu tykajuce sa davkovania, Casu expozicie a obnovy
riedeni.

Pouzivajte vhodné kefy, ktoré neodstrafiuju material, t. j. Ziadne tvrdé kefy (ako su
kovové kefy a kovové Spongie) alebo hrubé abrazivne Cistiace prostriedky.

Nikdy nenechavaijte nastroje v Cisteni alebo dezinfekénych Einitefoch dlhSie, ako je
uvedeny €as.

Oplachnite a opatrne vyschnite kanalmi a rarkami.

Citlivé nastroje sa musia vycistit' v uloZnom alebo upinacom prisluSenstve.

Sledujte pokyny vyrobcu na Cistenie - a sterilizatné vybavenie.
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10.1.1 Kvalita vody

Na Cistenie, neutralizaciu a oplachnutie odporu¢ame pouZzitie demineralizovanej vody v sulade
s ,usmernovacimi DGKH, DGSV, AKI na validaciu a rutinné monitorovanie automatizovaného
Cistiaceho a tepelného dezinfekcie pre zdravotnicke pomécky a na principoch zariadeni“ ( Us-
mernenie sa tyka Din En ISO 15883-1 bod 6. 4. 2).

Podla usmernenia sa odporucaju tieto hodnoty:

Vodivost: <15 ys/cm (odchylka od tabulky v DIN EN 285)
hodnota pH: 5-7

celkova tvrdost: <0,02 mmol CaOl/l

Obsah soli: < 10 mg/l

Fosfore¢nany (ako P,05): 0,5 mg/I

Kremicitany (ako SiO,): =1 mg/I|

Chloridy: < 2 mgl/l

10.2 Priprava na mieste pouzivania

Hned po pouziti odstrante z nastrojov hrubé necistoty vhodnou kefkou (pozri kapitolu Kapitel

10.1) a oplachnite pracovné kanyly. Nepouzivajte fixacné &inidlo ani hordcu vodu (> 40°C), pre-
toze to vedie k tomu, Ze zvySky sa stanu fixnymi a mézu ovplyvnit Uspech podpruadovej Cistiacej
operacie

Demontujte a/alebo otvorené nastroje, pokial je to mozné. V kratkom ¢ase po pouziti nastroje
Cistia indtrukcie na zniZenie susenia zvyskov.

To umozriuje fahS$ie Cistenie. Ak nastroje pridu do styku s korodovanim liekov alebo istiacich
prostriedkov, umyte pracu vodou okamzite po pouZiti.

DlhSie ¢asy suSenia, napr. Na suchu likvidaciu sa neospolatavaju a neodporuca sa.

Y Cas sus$enia pocas validacie bol 1 hodinu.

10.3 Manualne cCistenie

PretoZze mechanické procesy mézu byt Standardizované, reprodukované a preto
overené, mechanické Cistenie/dezinfekcia by sa malo uprednostriovat pred manual-

& nymi procesmi. Proces manualneho Cistenia a dezinfekcie nie je overeny a koncovy
pouzivatel navySe overuje.
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10.4 Mechanické Cistenie

Vzhladom na medzinarodné normy (EN ISO 15883) a narodné usmernenia by mali iba over-
ené postupy mechanického Cistenia a dezinfekcie. Na automatizované Cistenie odporuCame
Standardny program pre chirurgické pristroje, napr. Nastroje od Miele.

Pozorujte nasledujucim zatazenim:

B Umiestnite demontované alebo otvorené nastroje bezpeéne do podnosu.

[ Nastroje s otvormi a vyklenkami musia byt umiestnené s otvorenou stranou smeru;ju-
cou smerom nadol, aby sa dali vycistit' a v nich sa nemdze vyberat voda z Cistiaceho

procesu.
Nepre pretazujte podnosy, vyhnite sa vytvoreniu akychkolvek prekryvajicich sa.

Vlozte pristroje so spojmi do otvorenej polohy do Cistiaceho zariadenia, a dezin-
fek&ného stroja.

Vlozte pristroje so spojmi do otvorenej polohy do Cistiaceho zariadenia, a dezin-
fekEného stroja.

B Ak je k dispozicii zariadenie na preplachovanie, napr. Luer-Lock konektor, malo by sa
pouzit tak, ako je znazornené na obrazku.
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B Akje to potrebné na adaptér na Cistenie.

Vlozte pristroje so spojmi do otvorenej polohy do Cistiaceho zariadenia, a dezinfekéného stro-
jaVlozte pristroje so spojmi do otvorenej polohy do Cistiaceho zariadenia, a dezinfekéného stro-
ja. Ak je to potrebné, pouzite udrzanie kliestiPo predbeznom oplachnuti nasleduje suché
Cistenie.

Chemické Cistenie by sa malo vykonavat pri teplote 40°C az 60°C po dobu najmenej 5 minut.

Odporucame pouzivat Cistiace prostriedky s hodnotou pH medzi 9 a 10, napr. prostriedok
Neodisher MediClean forte od spolo¢nosti Dr. Weigert. Vyber Cistiaceho prostriedku zavisi od
materialu a vlastnosti nastrojov, ako aj od vnutrostatnych predpisov.

Ak je vo vode zvySena koncentracia chloridov, méze na pristrojoch vzniknut jamkova a
napatova korozia.

Vyskyt takejto korézie mozno minimalizovat pouzivanim alkalickych Cistiacich prostriedkov a
demineralizovanej vody.

Pridanie neutralizacného prostriedku na baze kyseliny ulah¢uje oplachnutie alkalickych
zvyskov Cistiacich prostriedkov pocas prvého medzioplachnutia.

Aby sa zabranilo tvorbe usadenin, v pripade nepriaznivej kvality vody sa odporuca pouzivat
neutralne Cistiace prostriedky.

Tepelna dezinfekcia sa uskuto¢nuje po druhom medzioplachnuti.

Termicka dezinfekcia by sa mala vykonavat demineralizovanou vodou, ktora zodpoveda mi-
krobiologickej kvalite pitnej vody (< 100 CFU/mI pitnej vody), pri teplote 80 az 95 °C a ¢ase
pésobenia v sulade s normou EN ISO 15883.

Umyvaci riad sa musi na konci programu vybrat z umyvacky, pretoZe jeho ponechanie v
umyvacke mbze sposobit kordziu.
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V Parametre pouzité na validaciu pripravy

Predbezné oplachovanie 1 minuta so studenou vodou z vodovodu

Teplota: 55°C

Cistenie Cas namadania: 5 minat (najhorsi pripad)

Neodisher Mediclean Forte 0,4% (najhorsi pripad)

Teplota: Studena demineralizovana voda

Neutralizacia Cas naméagania: 2 minuty

Neodisher Z 0,1%

Oplachovanie 2 minuty so studenou demineralizovanou vodou

Teplota: 90 °C (Ay 3000)

Dezinfekcia
Cas namacania: 5 minut

10.5 Susenie

Zaistite primerané susenie zariadenim na Cistenie a dezinfekciu alebo pomocou inych
vhodnych opatreni.

Y Sudenie bolo vynechané pri validacii (podmienka najhorsieho pripadu).

11  Udrzba, kontrola

Po ochladeni na teplotu miestnosti sa pristroje musia vizualne skontrolovat na zvysky bielkovin
a inu kontaminaciu. Slity, bariéry, zamky, trubice a iné su tazko pristupné, musia byt dékladne
skontrolované. Nastroje, ktoré nie su bez zvySkov, sa musia opakovane podrobovat celym pro-
cesom prepracovania.

Aby sa zabezpecilo, Ze chirurgické nastroje mozu byt pouzité na svoj zamyslany ucel po pre-
pracovani, je potrebné vykonat funkény test po Cisteni, dezinfekcii a suchu opatreni vizualne;j
inSpekcie a starostlivosti. Vykonajte funkéné testy, ktoré su opustené v bode 11.1.

Nastroje, ktoré su zafarbené, tupé, ohnuté, nefunkéné, inak posSkodené alebo oznacenie nas-
troja uz nie je rozpoznatelné (napr. oznacenie, kod UDI uz nie je Citatefny), sa musia
zlikvidovat!

Aby sme pomohli identifikovat’ chybné nastroje, ktoré je potrebné vyriesit, odpori¢ame brozure
,nastroj na prepracovanie nastroja“ z pracovnej skupiny ,Priprava nastrojov®. To zahffalo ka-
pitolu 8 ,Kontroly a starostlivost® a kapitola 12 ,Zmeny povrchu: loziska, sfarbenie, kordzia,
starnutie, opuch a praskliny stresu®.
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11.1 Test funkcie

Novo zakupeny vyrobok sa musi po dodani a pred kazdym pouzitim podrobit’ dékladnej vizu-
alnej a funkcnej kontrole.

Vyrobky sa musia skontrolovat, ¢i sa na nich nevyskytuju nezrovnalosti. Skontrolujte, €i sa na
nich nevyskytuju trhliny, praskliny a korézia.

Ak su pritomné spoje, nastroje by sa mali pred kontrolou funk&nosti namazat oSetrujucim pro-
striedkom na baze parafinu. Na tento uCel odporuc¢ame lekarsky biely olej na baze parafinu.
Nastroje so spojmi by sa potom mali skontrolovat' z hfadiska fahkého pohybu.

Oznacenie sa musi skontrolovat aj z hfadiska Citatelnosti.

Dalsie funkéné skusky vykonajte podla zamyslaného pouzitia nastroja.

Zakladné testy pre nastroje s vrstvenim a ¢elustou su okrem iného:
[ Spravne otvorenie a zatvaranie (hladky pohyb, kompletny)
B neporusena vrstvenie (ohnuté, prerusené)
B Celuste sa musia spravne zavriet
B Ziadne hadzanie &elusti (krizové susto)

Defekiné vyrobky sa nesmu pouzivat a pred navratom sa musia znova pouzivat a musia sa
podrobit uplnému procesu prefarebného spracovania.

12 Sterilizacia

Pred sterilizaciou musia produkty podstupit Cistenie a dezinfekciu, vyplachnuté bez zvySkov
pomocou demineralizovanej vody a subsikmentu suSené. Spolo¢nost HEBUmedical odporuca
pouzitie overeného procesu sterilizacie parnej sterilizacie (napr. Sterilizator v sulade s EN 285
a overeny v sulade s Din En ISO 17665-1).

Pri pouziti frakcionovanej vakuovej metddy sa musi sterilizacia vykonavat s najmenej 134°C
(USA 132°C) s minimalnou dobou obydlia 3 mindty. Vakuové suSenie sa musi vykonavat
vykonanim najmenej 20 minut.

Y Parametre pouzité na validaciu sterilizacie pary

Prekacuum 3 krat

Steriliza¢na teplota 132 °C

Sterilizacny ¢as 1,5 minuty (metdéda poloviéného cyklu)
Cas susenia 20 minut

Para musi byt bez prisad, odporu¢ané limitné hodnoty pre napajaciu vodu a kondenzét pary
su definované v norme EN 285.

Iné sterilizacné procesy su kompatibilné, ale nie su validované spolo¢nostou HEBUmedical.
Pri nakladani dodrziavajte odporu¢anu celkovua hmotnost! Po sterilizacii skontrolujte sterilny
obal, Ci nie je poSkodeny, a skontrolujte indikatory sterilizacie.
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12.1 Balenie

Balenie vyrobkov na sterilizaciu v sulade so Standardom ISO 11607. Obal musi byt vhodny pre
nastroje a musi chranit' pred mikrobiologickou kontaminaciou poc€as skladovania. Tesnenie
nesmie byt pod napatim. Spolo¢nost HEBUmedical odporuca ako sterilizaéné obaly kontajne-
ry alebo typické nemocni¢né papierové/foliové obaly.

Pocas validacie boli pristroje zabalené v nemocnici bezné sterilizacné balicky (papier-
Y ové/filmové obaly) a parné sterilizované.

13 Dizka zivota

Postup sterilizacie pary bol overeny laboratérnymi testami.Produkty boli sterilné validované pri
predprudu trvania najmenej 5 minut a teplota 134°C na cely zivot 50 cyklov.

MbzZete nadalej pouzivat nastroje podla vasej vlastnej zodpovednosti za tuto hodnotu cyklu,
ak boli opisy testov v kapitole 7 uspedne dokonéené.

14 Ukladanie

Vyrobky skladujte v suchom, €istom a bezpradnom prostredi pri miernych teplotach od 5°C do
40°C.
Chrante pred slne¢nym a umelym svetlom.

bl

15 Zaruka / oprava

Nase vyrobky sa vyrabaju z materialov vysokej kvality a pred dispe€ingom sa starostlivo skon-
troluju. Aj ked' sa v8ak pouzivaju spravne v sulade s ich zamyslanym ucelom, podliehaju
vacSiemu alebo mensiemu stupriu opotrebenia v zavislosti od ich intenzity pouzitia.

Toto opotrebenie je technicky indukované a nevyhnutné.

Ak sa chyby vyskytniu nezavisle od opotrebenia, kontaktujte nase sluzby zakaznikom.Defektné
vyrobky by sa uz nemali pouzivat.

Pred navratom musia podstupit kompletny pripravny proces lie€by.
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16 Likvidacia

Pred likvidaciou musi vyrobok prejst kompletnym procesom opatovného spracovania a sterili-
zacie v sulade s postupom opisanym v tomto navode na pouZzitie.

Riziko infekcie z kontaminovanych vyrobkov!
A B Prilikvidacii vyrobku, jeho sucasti a obalov sa musia dodrziavat vnutrostatne
predpisy.
Nebezpedenstvo poranenia ostrymi hranami a/alebo Spicatymi vyrobkami!
A I Prilikvidacii vyrobku je potrebné zabezpecit, aby obal zabranil poraneniu o
vyrobok.

17 Servis a adresa vyrobcu

Ak su potrebné pokyny na pouzitie v papierovom formulari, pouzite kontaktné udaje uvedené
nizSie.Pokyny na pouzitie v papierovej forme vam budu k dispozicii do siedmich kalendarnych
dni po prijati Zziadosti.

Alternativne je mozné vytlacit' aj elektronické pokyny na pouZitie.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Nemecko
Tel. +49 74619471 -0

E-mail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de

401




Dil Vaskularny tesniaci pristroj Biseal® s funkciou rezania

402



Instrument za vaskularno tesnjenje Biseal® s funkcijo rezanja

HF9581-20
HF9581-37
Vsebina
Symbolerlauterungen . . .......... .. i i e e e e 405
UVOod .. e e s 406
Predvidenauporaba ............... ... .. .. . i i 406
3.1 Namenuporaba . ............. . 406
3.2 Indikacija . ... ... 406
3.3 Kontraindikacije . ........... .. 406
3.4 Ciljna skupinabolnikov. ......... ... ... . . . . . . . 406
3.5 Najvecja elektriCnha obremenljivost. .. .. .. ....... ... ... ... .. 406
4 Uporaba ......... . e 407
4.1 Funkcionalno testiranje v sterilnem operacijskem prostoru . ... .... 407
4.2 OPeraCija . . vttt 407
5 Montazaindemontaza .................0 it 408
51 Demontazarezila......... ... ... .. .. ... 408
5.2 CiSCeNje ... 409
53 Montazarezila .. ... ... . .. .. e 409
6 Opozorilaonevarnostih................. ... .. .. ..., 410
7 Varnostnanavodila............... ... .. it 411
8 Scopeofdelivery........... .. i i i i 413
9 Varnostnanavodila............... .. i i e 413
10 Priprava . ......... ittt i i it e e e e 414
10.1 Informacije o pripravi instrumentov .. ............ ... ... .. ..., 414
10.2Pripravanamestuuporabe . ...... ... ... . ... 415
10.3R0OCNO CiSCeNE. . . . ot 415
10.4Mehansko €iS€enje. . .. .. ... .. 415
10.5SUSEN e ... 418
11 Vzdrzevanje,pregled. . ....... ... .. ittt 418
11.1Preizkus delovanja. ............. . . 419
12 Sterilizacija. . .........oiiii i e e 419
121Emballage . ... .. 420

403



Dil Instrument za vaskularno tesnjenje Biseal® s funkcijo rezanja

1

w

Zivljenskadoba ............

14 Skladiscéenje...............

15 Garancija/ popravilo........

16 Odstranjevanje odpadkov. ...

17

404

Naslov storitve in proizvajalca



Instrument za vaskularno tesnjenje Biseal® s funkcijo rezanja [:Ei:l E

1 Symbolerlauterungen

Symbol Definition
c € 0123 CE-Kennzeichnung
A Achtung
Y Validierte Parameter
d Hersteller
LOT Chargenbezeichnung
REF Referenznummer
&Only Medizinprodukt / FDA Prescription Device
MD Medizinprodukt
faas Nicht steril
:—‘-\‘]'% Vor Sonnenlicht geschutzt aufbewahren
O
T Trocken aufbewahren
/lf Temperatur
EB] Hw[':“]%l]m (Elektronische) Gebrauchsanweisung
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Kein Eingriff an Patienten mit Herzschritt-

=
macher

2 Uvod

Z nakupom tega instrumenta prejmete visokokakovosten izdelek, katerega pravilno ravnanje
in uporaba sta opisana v nadaljevaniju.

Da bi zmanjsali tveganja in nepotreben stres za bolnike, uporabnike in tretje osebe, natan¢no
preberite navodila za uporabo in jih shranite na varnem mestu.

Nasi izdelki so namenijeni izkljuéno za profesionalno uporabo v skladu z namenom, ki ga dologi
ustrezno usposobljeno in kvalificirano strokovno osebije, in jih lahko kupi samo to osebje.

3 Predvidena uporaba

3.1 Namen uporaba

Monopolarni ali bipolarni produkt, ki se uporablja za strjevanje Zil ali snopov tkiva pri hemostazi.
Ni namenjen neposredni uporabi s srcem, centralnim krvnim obtokom ali centralnim Ziv€énim
sistemom. Gre za izdelek za veckratno uporabo.

3.2 Indikacija

Izdelek se uporablja pri HF kirurgiji. Uporablja ga lahko le usposobljeno in kvalificirano strokov-
no osebje.

3.3 Kontraindikacije

HF-bipolarne kleS€e se ne smejo uporabljati v povezavi s centralnim Zivénim sistemom ali
krvnim obtokom. Ligacija jajcevodov ni varna aplikacija.

3.4 Ciljna skupina bolnikov

Izdelki so primerni za vse skupine bolnikov.

3.5 Najvecja elektricna obremenljivost

Najvecja elektricna obremenljivost znasa 0,3 kVp.
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4 Uporaba

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkcionalno testiranje v sterilnem operacijskem prostoru

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operacija

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montaza in demontaza

5.1 Demontaza rezila

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

NEVARNOST!

& Rezil nikoli ne odstranjujte s prsti - nevarnost poskodb!
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5.2 cCis€enje

3. Clean upper and lower parts of
blade duct

5.3 Montaza rezila

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Opozorila o nevarnostih

Izdelke lahko uporablja samo v kombinaciji z dodatki HEBU in samo klini€no usposobljeno stro-
kovno osebje. Elektrod ne smete upogniti, ker lahko poskodujete material in povzrocite, da se
elektroda odlomi. Izhodna mo& VF naprave se lahko nastavi samo na vrednost, ki je nujno po-
trebna za poseg. Ce obigajna uéinkovitost koagulacije ni dosezena kljub standardnim nastavit-
vam HF naprave, nikoli ne povecajte izhodne moci naprave brez predhodnega preverjanja.
Podrobno je treba preveriti: popoln stik vseh VF vtiCev in kablov, delovanje noznega ali prstne-
ga stikala na roCaju, izolacijo VF kablov, instrumenta ter CistoCo in obrabljenost distalnega kon-
ca aktivne elektrode. Pred zaCetkom delovanja preverite, ali monitorji gladko oddajajo signale
(npr. brez Suma), tako da pritisnete rumeni gumb (CUT) in modri gumb (COAG).

Pri izvleku HF kabla vedno primite vti€. Nikoli ne vlecite za VF kabel, ker bi ga lahko posko-
dovali. Kabli z okvarjeno/krhko izolacijo ali prekinitev elektricnega kabla (zaradi mo¢nega zvi-
janja ali zmeckanine kabla) lahko povzrocijo opekline uporabnika/pacienta ali celo povzrocijo
pozar. Aktivnih HF instrumentov in HF ro¢ajev ne smete namestiti na pacienta, da preprecite
telesne podkodbe v primeru nenamerne aktivacije HF.

Za CiSCenje aktivnih elektrod je treba deaktivirati nacin »Auto Start« (samo za bipolar-
no uporabo) ali pa instrument odklopiti od generatorja. Obmocje konice je lahko takoj
po aktivaciji Se vedno vroCe, kar pomeni, da obstaja nevarnost opeklin.

Endogene opekline so opekline, ki nastanejo zaradi visoke gostote toka v pacientovem tkivu.
Vzroki lahko vklju€ujejo: Pacient po nesreci pride v stik z elektri€no prevodnimi deli. Ce VF kabli
pridejo v neposreden stik s koZo, lahko kapacitivni tokovi povzrocijo opekline.

Eksogene opekline so opekline, ki jih povzroci toplota vZganih tekoc€in ali plinov. Mozne so
tudi eksplozije. Vzroki so lahko: vnetje koznih &istil in razkuZzil, vnetje anesteti¢nih plinov itd.

VF tok lahko poSkoduje sréne spodbujevalnike. Pred posegom se posvetujte s kar-
® | diologom. Nikoli ne izvajajte ambulantnih posegov s HF tokom pri bolnikih s srénim
spodbujevalnikom.
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7

Varnostna navodila

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Varnostna navodila

Medicinski pripomocki so dostavljeni nesterilni in jih je treba pred prvo uporabo odistiti,
razkuZiti in sterilizirati.

Pred vsako uporabo je treba instrument vizualno pregledati glede poSkodb in konta-
minacije!

Pred vsako uporabo preverite, ali je izolacija elektrod in podaljSka osi poSkodovana.

Ne uporabljajte izdelkov z napako!

Ne uporabljajte v prisotnosti vnetljivih ali eksplozivnih snovi!

Nikoli ga ne polagajte na bolnika ali v njegovo neposredno bliZino!

HEBUmedical izrecno opozarja na podaljSanje produkta. Vsako podaljSanje vodi do
izklju€itve odgovornosti s strani HEBUmedical GmbH.

Te izdelke za&citite pred mehanskimi poSkodbami! Ne mecite! Ne uporabljajte sile.

Izogibajte se mehanskim preobremenitvam izdelka in njegovih sestavnih delov, ki pre-
segajo predvideno zasnovo; to lahko povzroci poskodbe in izgubo funkcije!

Okvarjenih VF kablov ali ro¢ajev se na sploSno ne sme popravljati. Zamenjati jih je tre-
ba z novimi.

d 4 =4 Wi N> N N NN

Upostevaijte navodila proizvajalca glede elektriche nosilnosti!
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ZaScCita pacienta pred stikom z ozemljenimi kovinskimi elementi (operacijska miza, IV
drog itd.) med nanosom.

Izdelkov se ne sme Cistiti v ultrazvocni kopeli.

Izdelkov ne sterilizirajte s sterilizatorjem na vroc€ zrak.

Ce se izdelki uporabljajo pri bolnikih s transmisivno spongiformno encefalopatijo ali
okuzbo s HIV, zavraéamo kakrsno koli odgovornost za ponovno uporabo.

Vse resne incidente, povezane s pripomo&kom, je treba prijaviti proizvajalcu in pristoj-
nemu organu drzave Clanice, v kateri ima uporabnik in/ali bolnik sedez.

> BB B

10 Priprava

Osoba, ktora je zodpovedna za pripravné oSetrenie, je zodpovedna za zabezpedlenie toho, aby
sa lie€ba riadne usadila pomocou prislusného vybavenia, materialov a personalu v lieCebnom
zariadeni, a preto dosahuje pozadovany vysledok. To si vyZzaduje validaciu a rutinné monito-
rovanie pouzitého procesu. Ziadame vas, aby ste vzali na vedomie narodné predpisy zaobe-
rajuce sa pripravou nastrojov.

Overované parametre sa vztahuju na opakovane pouzitelné chirurgické nastroje. Overované
parametre by sa mali pozorovat pre ostatné produkty, ktoré su opustené, pokial nie je vyslovne
opisany iny postup.

10.1 Informacije o pripravi instrumentov

Uporabite Cistilno in/ali dezinfekcijsko sredstva s pH-vrednostjo v 9-10.

Upostevajte navodila proizvajalca glede odmerjanja, Casa izpostavljenosti in obno-
vitve reSitev.

Uporabite primerne SCetke, ki ne odstranjujejo materiala, tj. nobenih trdih $¢etk (kot
so kovinske S¢etke in kovinske gobice) ali grobih abrazivnih distil.

Nikoli ne pus€ajte instrumentov pri CiS€enju ali dezinfekcijskih sredstvih dlje od
doloCenega Casa.

Previdno sperite in posusite po kanalih in cevi.
Obcutljive instrumente je treba ocistiti v skladiS€u za shranjevanje ali vpenjanja.

Vv v

UpoStevajte navodila proizvajalca €iS¢enja - in sterilizacijske opreme.
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10.1.1 Kakovost vode

Za CiSCenje, nevtralizacijo in izpiranje priporo€amo uporabo deionizirane vode v skladu s
~omernico DGKH, DGSV, AKI za validacijo in rutinsko spremljanje samodejnih postopkov
¢iS€enja in termi€nega razkuZevanja medicinskih pripomockov ter o nacelih izbire
pripomockov* (smernica se sklicuje na DIN EN ISO 15883-1, toCka 6.4.2).

V skladu s smernicami so priporo¢ene naslednje vrednosti:

Prevodnost: <15 ys/cm (odstopanje od tabele v standardu DIN EN 285)
vrednost pH: 5-7

skupna trdota: <0,02 mmol CaO/l

vsebnost soli: < 10 mg/l

Fosfat (kot P,05): <0,5 mgl/l

silikat (kot SiO5): <1 mgl/l

Klorid: <2 mg/l

10.2 Priprava na mestu uporabe

Takoj po uporabi odstranite grobo umazanijo z instrumentov z ustrezno krtaco (glejte poglavje
Kapitel 10.1) in izperite delovne kanile. Ne uporabljajte pritrdilnega sredstva ali tople vode (>
40°C), saj to povzrodi, da ostanki postanejo fiksirani in lahko vplivajo

Kolikor je mogoce, razstavljajte in/ali odprte instrumente. V kratkem ¢asu po uporabi instru-
mentov o istite navodila za zmanj$anje susenja ostankov.

To omogoca laZje &is¢enje. Ce instrumenti pridejo v stik s korodirajo&imi zdravili ali gistilnimi
sredstvi, takoj po uporabi izperite diplomsko nalogo z vodo.

Daljsi ¢as susenja, npr. Za suho odstranjevanje ni potrjeno in tam ni priporodljivo.

v Cas susenja med potrjevanjem je bil 1 ura.

10.3 Ro¢€no ¢is€enje

Ker je mogoce mehanske procese standardizirati, reproducirati in zato potrjevati, je

treba prednostno mehansko €is€enje/dezinfekcijo. Postopek roénega €iS¢enja in de-
& zinfekcije ni potrjen in da ga kon¢ni uporabnik dodatno potrdi.

10.4 Mehansko ¢iS€enje

Zaradi mednarodnih standardov (EN ISO 15883) in nacionalnih smernic je treba uporabljati le
validirane avtomatizirane postopke ¢idCenja in razkuzevanja. Za avtomatizirano &is¢enje
priporoamo standardni program za kirurSke instrumente, npr. instrumente Miele.
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Upostevajte naslednje z nalaganjem:

B V pladnju varno postavite razstavljene ali odprte instrumente.

B Instrumenti z odprtinami in vdolbinami morajo biti name$c¢eni z odprto stranjo, obrn-
jeno navzdol, tako da jih je mogoce ocistiti in v njih ne more zbrati vode iz procesa
Cis€enja.

B Ce je na voljo, uporabite usklajeno napravo za izpiranje.

B Instrumente postavite s spoji v odprtem poloZaju v ¢iS¢enje, in stroj za dezinfekcijo.

B Ce je navoljo naprava za izpiranje, npr. prikljuéek Luer-Lock, jo je treba uporabiti, kot
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je prikazano na sliki.

Vv v

Ce je potrebno za adapter za CiS€enje.

Po predhodnem izpiranju sledi suho &idCenje.
Kemic¢no &is€enje je treba izvajati pri 40°C do 60°C vsaj 5 minut.

Priporo¢amo uporabo Eistilnih sredstev s pH vrednostjo med 9 in 10, npr. Neodisher MediC-
lean forte podjetja Dr. Weigert. Izbira Cistilnega sredstva je odvisna od materiala in lastnosti in-
strumentov ter nacionalnih predpisov.

Ce je v vodi povedana koncentracija klorida, se lahko na instrumentih pojavijo vdolbinske in na-
petostne korozijske razpoke.

Pojav takSne korozije lahko zmanjSamo z uporabo alkalnih &istilnih sredstev in demineralizira-
ne vode.

Z dodatkom nevtralizacijskega sredstva na kislinski osnovi je mogo¢e med prvim vmesnim iz-
piranjem laZje sprati ostanke alkalnih Cistilnih sredstev.

Za preprecevanje nastajanja usedlin je v primeru neugodne kakovosti vode priporocljiva upo-

raba nevtralnih Cistilnih sredstev.
Po drugem vmesnem izpiranju se opravi termi¢no razkuzevanje.
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Toplotno razkuzZevanije je treba izvajati z demineralizirano vodo, ki ustreza mikrobioloski kako-
vosti pitne vode (< 100 CFU/ml pitne vode), pri 80 do 95 °C in €asu izpostavljenosti v skladu
s standardom EN ISO 15883.

Pralno posodo je treba ob koncu programa odstraniti iz stroja, saj lahko ostanek v stroju
povzroci korozijo.

Y Parametri, ki se uporabljajo za potrjevanje priprave

Izpiranje pred izpiranjem 1 minuta s hladno vodo iz pipe

Temperatura: 55°C

Cisténi Cas namakanja: 5 minut (najslab&i primer)

Neodisher Mediclean Forte 0,4% (najslabsi primer)

Temperatura: hladna demineralizirana voda

Nevtralizacija Cas namakanja: 2 minuti

Neodisher Z 0,1%

Izpiranje 2 minuti s hladno demineralizirano vodo

Temperatura: 90 °C (Ag 3000)

Dezinfekcia
Cas namakanja: 5 minut

10.5 Susenje

Zagotovite ustrezno suSenje s €iS¢enjem in dezinfekcijskim napravo ali z drugimi primernimi
ukrepi.

v Susenje je bilo v validaciji izpus€eno (najslabsi pogoj).

11 Vzdrzevanje, pregled

Po ohlajanju na sobne temperature je treba instrumente vizualno pregledati na beljakovinske
ostanke in drugo kontaminacijo. Reze, ovire, klju€avnice, cevi in druge so tezko dostopati, ki
jih je treba temeljito pregledati. Instrumente, ki niso ostali brez ostankov, morajo biti veckrat
podvrzeni celothemu postopku predelave.

Da bi zagotovili, da se lahko kirurski instrumenti po predelavi uporabijo za predvideni namen,
je treba po ¢is€enju, dezinfekciji in sudenju vizualnih pregledov in oskrbe opraviti funkcionalni
test. Izvedite funkcionalne teste, ki so jih razkrili v tocki 11.1.

Instrumenti, ki so obarvani, tupi, upognjeni, ne delujejo vec, so kako drugace poskodovani ali
oznacevanje instrumentov ni vec prepoznavno (npr. oznaka, koda UDI ni veg ¢itljiva), morajo
biti zavrzeni!
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Za laZjo prepoznavanje napacnih instrumentov, ki jih je treba razvrstiti, priporoCamo, da
broSura "predelava instrumenta" iz delovne skupine "priprava instrumentov". To je vkljuéevalo
poglavje 8 "Pregledi in oskrba" in poglavje 12 "Povrsinske spremembe: nahajali¢a, razbarvan-
je, korozija, staranje, otekline in stresne razpoke".

11.1 Preizkus delovanja

Na novo kupljeni izdelek je treba po dostavi in pred vsako uporabo podvrzen temeljitemu vizu-
alnemu preverjanju in funkcij.

Izdelke je treba preveriti glede nepravilnosti. Bodite pozorni na razpoke, zlome in pojav korozi-
je.

Ce obstajajo sklepi, je treba instrumente pred funkcionalnim testom naoliti z negovalnim izdel-
kom. Priporo€amo medicinsko belo olje, ki temelji na parafinskem olju.

Preverite instrumente s spoji za lazje gibanje.

Preveriti je treba tudi Citljivost oznaCevanja.

Izvedite preverjanje funkcije v skladu s predvideno uporabo instrumenta.

Med drugim so bistveni testi za instrumente s serracijo in €eljustjo:
B Pravilno odpiranje in zapiranje (gladko gibanje, popolno)

I nedotaknjena serracija (upognjena, odtrgana)
B Celjusti se morajo pravilno zapirati
[ Brez metanja Celjusti (krizni ugriz)

Okvarjene izdelke se ne smejo uporabljati in pred vrnitvijo je treba ponovno opraviti celoten
postopek predraracijskega zdravljenja.

12 Sterilizacija

Vv v

Pred sterilizacijo je treba izdelke opraviti Cis€enje in dezinfekcijo, izpeljati brez ostankov z upo-
rabo demineralizirane vode in podvrzene susenju. HEBUmedical priporo¢a uporabo potrjene-
ga postopka sterilizacije pare (npr. Sterilizator v skladu z EN 285 in potrjeno v skladu z DIN En
ISO 17665-1).

Pri uporabi frakcionirane vakuumske metode je treba opraviti sterilizacijo z vsaj 134°C (ZDA
132°C) z minimalnim obdobjem bivanja 3 minute. Vakuumsko susenje je treba izvajati z
vsaj 20 minutami.

Y Parameétres utilisés pour la validation de la stérilisation a la vapeur
Prevacuum 3 fois

Température de stérilisation 132 °C

Temps de stérilisation 1,5 minutes (méthode du demi-cycle)
Temps de séchage 20 minutes

419



Dil Instrument za vaskularno tesnjenje Biseal® s funkcijo rezanja

La vapeur doit étre exempte de composants, les valeurs limites recommandées pour I'eau d'ali-
mentation et le condensat de vapeur sont définies par la norme EN 285.

D'autres méthodes de stérilisation sont compatibles, mais ne sont pas validées par HEBUme-
dical.

Respecter le poids total recommandé lors du chargement! Aprés la stérilisation, vérifier que
I'emballage des articles stériles n'est pas endommagé et controler les indicateurs de stérilisa-
tion.

12.1 Emballage

Emballage des produits conforme a la norme ISO 11607 pour la stérilisation. Les emballages
doivent étre adaptés aux instruments et les protéger de toute contamination microbiologique
pendant le stockage. Le scellement ne doit pas étre sous tension. HEBUmedical recommande
d'utiliser des conteneurs ou un emballage papier/film typique des hdpitaux comme emballage
de stérilisation.

Pendant Ta validation, Tes instruments ont éié emballés dans des emballages de stérili-
Y sation communs de I'hdpital (emballages en papier / film) et stérilisés a la vapeur.

13 Zivljenska doba

Postopek sterilizacije pare je bil potrien z laboratorijskimi testi.lzdelki so bili sterilno potrjeni pri
pred-vakuumu vsaj 5 minut trajanja in temperaturi 134°C za Zivljenjsko dobo 50 ciklov.

Instrumente lahko $e naprej uporabljate na lastno odgovornost glede te cikla, ¢e so opisi testov
v 7. poglavju uspesno zakljuceni.

14 Skladisc¢enje

Izdelke shranjujte v suhem, Cistem in brezpraSnem okolju pri zmernih temperaturah od 5 °C do
40 °C.
Zascitite pred soncno svetlobo in umetno svetlobo.

S
2

15 Garancija / popravilo

Nasi izdelki so izdelani iz visokokakovosnih materialov in pred odpremo skrbno preverjeni.Ven-
dar pa tudi ¢e se pravilno uporabljajo v skladu s predvidenim namenom, so podvrzeni vecji ali
manijsi stopnji obrabe, odvisno od njihove intenzivnosti uporabe.

Ta obraba je tehni€no inducirana in neizogibna.

Ce se napake pojavijo neodvisno od obrabe, se obrnite na nase storitve za stranke.Okvarjenih
izdelkov ne bi smeli ve¢ uporabljati.

Pred vrnitvijo morajo opraviti celoten postopek pripravljalnega zdravljenja.
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16 Odstranjevanje odpadkov

Pred odstranitvijo je treba izdelek v celoti predelati in sterilizirati v skladu s postopkom, opisa-
nim v teh navodilih za uporabo.

Nevarnost okuzbe zaradi kontaminiranih izdelkov!
A I Pri odstranjevanju izdelka, njegovih sestavnih delov in embalaZze je treba
upostevati nacionalne predpise.

Nevarnost poskodb zaradi izdelkov z ostrimi robovi in/ali konicami!
A I Pri odstranjevanju izdelka je treba zagotoviti, da embalaza preprecuje pos-
kodbe z izdelkom.

17 Naslov storitve in proizvajalca

Ce so potrebna navodila za uporabo v papirnem obrazcu, uporabite spodaj navedene kontakt-
ne podatke.Navodila za uporabo v papirnem obrazcu vam bodo na voljo v sedmih koledarskih
dneh po prejemu zahteve.

Lahko pa tudi elektronska navodila za uporabo natisnete.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Nemdija
Tel. +49 74619471 -0

E -posta: service@HEBUmedical.de
c € 0123 Splet: www.HEBUmedical.de
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1 Vysvétleni symbolu

Symbol Definice
c € 0123 Oznaceni CE

A Nebezpedi
Y Ovérené parametry

d Vyrobce
LOT Nazev Sarze

REF Referencni Cislo

Reons e e eon.
MD Zdravotnicky prostfedek
faas Ne sterilni

:-“-\‘]'% Skladujte mimo dosah slune¢niho zafeni

Skladujte v suchu

/l’ Teplota

EB] [1i] (Elektronicky) navod k pouziti

Hinweis auf olFU
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k., Zadny zasah u pacient( s kardiostimulatorem

2 Uvod

Zakoupenim tohoto pfistroje ziskate vysoce kvalitni vyrobek, jehoz spravné zachazeni a
pouzivani je popsano nize.

Abyste minimalizovali rizika a zbyte¢ny stres pro pacienty, uZivatele i tfeti osoby, pfectéte si
prosim pozorné navod k pouZiti a uschovejte jej na bezpe&ném misté.

Nase vyrobky jsou uréeny vyhradné pro profesionalni pouziti v souladu s jejich uéelem
prislusné vyskolenym a kvalifikovanym odbornym personalem a mohou byt zakoupeny pouze
timto personalem.

3 Uréené pouziti
3.1 Zamyslené pouziti

Monoporny nebo bipolarni produkt pouzivany ke srazeni cév nebo svazkul tkané pfi hemosta-
ze. Neni uren k pfimému kontaktu se srdcem, centralnim obéhovym systémem ani centralnim
nervovym systémem. Je to znovupouZzitelny produkt.

3.2 Indikace

Vyrobek se pouziva v chirurgii VF. Mlze jej pouzivat pouze vySkoleny a kvalifikovany odborny
personal.

3.3 Kontraindikace

Vysokofrekvenc&ni bipolarni svorky nesméji byt pouzivany v souvislosti s centralnim nervovym
nebo ob&hovym systémem. Podvazani vejcovodu neni bezpeéna aplikace.

3.4 Cilova skupina pacientu

Vyrobky jsou vhodné pro vSechny skupiny pacientu.

3.5 Maximalni elektricka zatizitelnost

Maximalni elektricka zatizitelnost €ini 0,3 kVp.
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4 Pouziti

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkéni testovani ve sterilnim operaénim prostoru

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Operace

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 Montaz a demontaz

5.1 Demontaz cepele

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

NEBEZPECI!

& Nikdy nesnimejte Cepele prsty - nebezpeci poranéni!
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5.2  ciSténi

3. Clean upper and lower parts of
blade duct

5.3 Montaz ¢epele

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Upozornéni na nebezpedi

Produkty mohou byt pouzZivany pouze v kombinaci s pfisluSenstvim HEBU a pouze klinicky
vySkolenym odbornym personalem. Elektrody se nesmi ohybat, protoZe by to mohlo pokodit
material a vést k odlomeni elektrody. Vystupni vykon VF zafizeni smi byt nastaven pouze na
hodnotu nezbytné nutnou pro zasah. Pokud neni pfes standardni nastaveni VF pfistroje do-
sazeno obvyklého koagulaéniho vykonu, nikdy nezvysSujte vystupni vykon pfistroje bez
predchozi kontroly. Je tfeba podrobné zkontrolovat: dokonaly kontakt vSech VF zastrCek a
kabeld, funkci nozniho spinace nebo prstového spinace na rukojeti, izolaci VF kabell, nastroje
a také cCistotu a opotfebeni distalniho konce aktivni elektroda(y). Pfed zahajenim operace
zkontrolujte, zda monitory pfenaseji signaly plynule (nap¥. bez Sumu) stisknutim zlutého
tlacitka (CUT) a modrého tlacitka (COAG).

Pfi vytahovani HF kabelu vzdy uchopte zastréku. Nikdy netahejte za VF kabel, mohlo by dojit
k poskozeni. Kabely s vadnou/kifehkou izolaci nebo pferuSenim elektrického kabelu (v
dasledku silného zauzleni nebo zmacknuti kabelu) mohou uzivateli/pacientovi zpUsobit popa-
leniny nebo dokonce zpusobit pozar. Aktivni VF nastroje a VF rukojeti nesmi byt umistény na
pacienta, aby se pfedeslo zranéni osob v pfipadé nahodné aktivace VF.

Pro Cisténi aktivnich elektrod musi byt deaktivovan rezim ,Auto Start“ (pouze pro bi-
polarni pouziti) nebo musi byt pfistroj odpojen od generatoru. Oblast hrotu mize byt
bezprostfedné po aktivaci jesté horka, to znamena, Ze existuje riziko popaleni.

Endogenni popaleniny jsou popaleniny zpusobené vysokou hustotou proudu v tkani pacien-
ta. PFiCiny mohou zahrnovat: Pacient nahodné pfijde do kontaktu s elektricky vodivymi ¢astmi.
Pokud se vysokofrekvencni kabely dostanou do pfimého kontaktu s pokozkou, kapacitni pro-
udy mohou zpUsobit popaleniny.

Exogenni popaleniny jsou popaleniny zpusobené teplem zapalenych kapalin nebo plynu.
Mozné jsou i vybuchy. Pfi¢iny mohou byt: zanét koznich Cisticich a dezinfekénich prostredku,
zanét anestetickych plyna atd.

Srdeéni kardiostimulatory mohou byt poskozeny vysokofrekvenénim proudem.
% Pied zakrokem se poradte s kardiologem. Nikdy neprovadéjte ambulantni zakroky s
VF proudem u pacientl s kardiostimulatorem.
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7

Bezpecnostni instrukce

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8  Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

(]

Bezpecnostni instrukce

Zdravotnicke prostfedky jsou dodavany nesterilni a musi byt pfed prvnim pouzitim
vyCistény, dezinfikovany a sterilizovany.

Pfed kazdym pouZitim musi byt pfistroj vizualné zkontrolovan, zda neni posSkozen a
znecistén!

Pfed kazdym pouzitim zkontrolujte izolaci elektrod a prodlouZeni hfidele, zda nejsou
poskozeny.

Nepouzivejte vadné vyrobky!

Nepouzivejte v pfitomnosti hoflavych nebo vybusnych latek!

Nikdy jej nepokladejte na pacienta nebo do jeho bezprostiedni blizkosti!

HEBUmedical vyslovné varuje pfed prodlouzenim produktu. Jakékoli prodlouzeni
vede k vylou€eni odpovédnosti ze strany HEBUmedical GmbH.

Chrarnite tyto vyrobky pfed mechanickym poSkozenim! Nehazej! Nepouzivejte Zzadnou
silu.

Vyvarujte se mechanickému namahani vyrobku a jeho soucasti nad rémec
konstrukéniho provedeni, mohlo by dojit k poSkozeni a ztraté funkce!

Vadné vysokofrekvenéni kabely nebo rukojeti se obecné nesmi opravovat. Musi byt
nahrazeny novymi.

d 4 =4 Wi N> N N NN

Dodrzujte pokyny vyrobce tykajici se elektrické zatiZitelnosti!
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Ochrana pacienta pfed kontaktem s uzemnénymi kovovymi prvky (operacni stl, in-
fuzni ty€ atd.) b&éhem aplikace.

Vyrobky se nesméji Cistit v ultrazvukoveé lazni.

Nesterilizujte produkt v horkovzduSném sterilizatoru.

Pokud jsou produkty pouzivany u pacientt s pfenosnou spongiformni encefalopatii
nebo infekci HIV, odmitame jakoukoli odpovédnost za opétovné pouziti.

> BB B

V8echny zavazné incidenty souvisejici s prostfedkem musi byt hladeny vyrobci a
pfislusnému organu ¢lenského statu, ve kterém je uzivatel a/nebo pacient usazen.

10

Priprava

Osoba, ktera ma na starosti pfipravné osetreni, je zodpovédna za zajisténi toho, aby byla [é¢ba
fadné potazena pomoci pfislusného vybaveni, materiall a personalu v [é€ebném zafizeni, a
tak dosahne pozadovaného vysledku. To vyZaduje ovéfeni a rutinni monitorovani pouzitého
procesu. Vyzyvame vas, abyste si vzali na védomi narodni pfedpisy zabyvajici se pfipravou
nastroju.

Ovéfené parametry se vztahuji na opakované pouzitelné chirurgické nastroje. Ovéfené para-
metry by mély byt pozorovany u ostatnich produktd descredbed, pokud neni vyslovné popsan
jiny postup.

10.1
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Informace o pripravé nastroje

Pouzivejte Cistici a/nebo dezinfek&ni ¢inidla s hodnotou pH do 9-10.

Sledujte prosim pokyny vyrobce tykajici se davkovani, doby expozice a obnoveni
fedeni.

Pouzivejte vhodné kartacCe, které neodstranuji material, tj. zadné tvrdé kartace (napf.
kovové kartaCe a kovové houby) nebo hrubé abrazivni Cistici prostfedky.

Nikdy nenechavejte nastroje pfi Cisténi nebo dezinfekénich &inidlech déle nez stano-
veny ¢as.

Oplachnéte a opatrné osuste kanaly a trubky.
Citlivé nastroje musi byt vyCidtény v uloZisti nebo upinacich pfisludenstvi.

Sledujte pokyny pro &isténi vyrobce - a sterilizani zafizeni.
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10.1.1 Kvalita vody

Pro €isténi, neutralizaci a oplachovani doporu€ujeme pouziti demineralizované vody v souladu
s ,pokyny DGKH, DGSV, AKI pro ovéfeni a rutinni monitorovani automatizovaného ¢isténi a
tepelné dezinfek&ni procesy pro zdravotnické prostfedky a na zasadé zafizeni“ (smérnice od-
kazuje na DIN EN ISO 15883-1 bod 6.4.2).

Podle pokynl se doporucuji nasledujici hodnoty:

Vodivost: <15 ps/cm (odchylné od tabulky v DIN EN 285).
hodnota pH: 5-7

celkova tvrdost: <0,02 mmol CaOl/l

Obsah soli: < 10 mg/l

Fosfore¢nany (jako P,Os5): <0,5 mg/l

Kfemicitany (jako SiO,): =1 mgl/l

Chloridy: < 2 mg/l

10.2 Priprava na misté pouziti

Ihned po pouziti odstrarite z nastrojii hrubé nedistoty vhodnym kartackem (viz kapitola Kapitel
10.1) a oplachnéte pracovni kanyly. Nepouzivejte fixaéni €inidlo nebo horkou vodu (> 40 ° C),
protoZe to ma za nasledek fixaci zbytk(i a mohou ovlivnit Uspéch operace sub -Quent Cleaning
Demontujte a/nebo oteviete nastroje co nejvice. B€hem kratké doby po pouziti nastroje Cisti
instrukce pro snizovani suseni zbytkad.

To umoziiuje snadnéjsi Cisténi. Pokud nastroje pfijdou do styku s korodovacimi léky nebo
Cisticimi prostfedky, umyjte tezi vodou ihned po pouZiti.

Del3i doba suseni, napf. Pro suché likvidaci nejsou ovéfeny a nedoporuduje se.

v Doba su8eni b&éhem ovéfeni byla 1 hodina.

10.3 Rucni €isténi

ProtoZe mechanické procesy mohou byt standardizovany, reprodukovany, a proto
oveéreny, mélo by byt upfednostiiovano mechanické Cisténi/dezinfekce pfed manual-

& nimi procesy. Proces ruc¢niho Cisténi a dezinfekce neni ovéfen a koncovy uzivatel
bude dale ovéren.

10.4 Mechanickeé cisténi

Vzhledem k mezinarodnim standarddm (EN ISO 15883) a narodnim pokynim by mély byt
ovéfené mechanické Cisténi a dezinfek&ni postupy. Pro automatické €isténi doporucujeme
standardni program pro chirurgické nastroje, napf. Nastroje od Miele.
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Nacita se sledujte nasleduijici:

B Umistéte demontaz nebo oteviené nastroje bezpecéné do zasobniku.

B Nastroje s otvory a vyklenky musi byt umistény s otevienou stranou sméfujici dolu
dolli, aby mohly byt vy¢istény a v nich se mlize shromazdovat Zadna voda z Cisticiho
procesu.

Pokud je k dispozici, pouZijte koordinovaneé oplachovaci zafizeni.

I Umistéte nastroje s klouby do oteviené polohy do Cisténi a dezinfekéniho stroje.

[ Pokud je k dispozici zafizeni pro proplachovani, napf. konektor Luer-Lock, mélo by se
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pouzit tak, jak je znazornéno na obrazku.

Po pfedmyti nasleduje suché &isténi.
Chemické c&isténi by se mélo provadét pfi teploté 40 °C az 60 °C po dobu nejméné 5 minut.

Doporucujeme pouzivat Cistici prostfedky s hodnotou pH mezi 9 a 10, napfiklad Neodisher Me-
diClean forte od spolecnosti Dr. Weigert. Volba Cisticiho prostfedku zavisi na materialu a vlast-
nostech nastroju a také na narodnich predpisech.

Pokud je ve vodé zvySena koncentrace chlorid, muze na pfistrojich dochazet k dulkové korozi
a korozi pod napétim.

Vyskyt takové koroze Ize minimalizovat pouzitim alkalickych Gisticich prostfedk( a deminerali-
zované vody.

PFidani neutralizaniho prostfedku na bazi kyselin usnadfuje oplachovani alkalickych zbytkd

Cisticich prostfedkd béhem prvniho meziplachnuti.

Aby se zabranilo tvorbé usazenin, doporucuje se v pfipadé nepfiznivé kvality vody pouzivat
neutralni myci prostfedky.

Tepelna dezinfekce se provadi po druhém meziplachnuti.

Tepelna dezinfekce by méla byt provadéna demineralizovanou vodou, ktera odpovida mikro-
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biologické kvalité pitné vody (< 100 CFU/ml pitné vody), pfi teploté 80 az 95 °C a dobé expo-
zice podle normy EN ISO 15883.

Myci nadobi musi byt na konci programu vyjmuto z pracky, protoze jeho ponechani v pracce
muze zpusobit korozi.

Y Parametry pouzité pro ovéreni pfipravy

Predbézné oplachovani 1 minuta se studenou vodou z vodovodu

Teplota: 55°C

Cisténi Doba namadeni: 5 minut (nejhorsi pfipad)

Neodisher Mediclean Forte 0,4% (nejhorsi pfipad)

Teplota: Studena demineralizovana voda

Neutralizace Cas namédeni: 2 minuty

Neodisher Z 0,1%

Oplachovani 2 minuty studenou demineralizovanou vodou

Teplota: 90 °C (A, 3000)

Dezinfekce

Doba namaceni: 5 minut

10.5 SusSeni

Zajistéte adekvatni suSeni zafizenim Cisténi a dezinfekce nebo pomaoci jinych vhodnych
opatfeni.

v P¥i validaci bylo vynechano su8eni (podminka nejhorsiho pfipadu).

11  Udrzba, kontrola

Po ochlazeni na teploty mistnosti musi byt nastroje vizualné zkontrolovany na zbytky bilkovin
a dalsi kontaminace. Slitie, bariéry, zamky, zkumavky a dalsi, které jsou obtiZzné pfistupné,
musi byt dukladné zkontrolovany. Nastroje, které nejsou zbytky, musi byt opakované podrobe-
ny celému procesu piepracovani.

Aby bylo zajisténo, Ze chirurgické nastroje mohou byt pouzity pro jejich zamysleny ucel po
pfepracovani, je nutné proveést funkéni test po Cisténi, dezinfekci a suchu vizualni kontroly a
opatfeni péce. Provedte funkéni testy descredbed v bodé 11.1.

Nastroje, které jsou potfisnéné, tupé, ohnuté, nefunkéni, jinak poSkozené nebo jejichz
oznaceni jiz neni rozpoznatelné (napf. oznaceni, kod UDI jiz neni Citelny), musi byt vyfazeny!
Abychom pomohli identifikovat chybné nastroje, které je tfeba vyfesit, doporu€ujeme brozuru
Lprepracovani nastroje” z pracovni skupiny ,Pfiprava nastroji“. To zahrnovalo kapitolu 8 "kon-
troly a péée" a kapitola 12 "zmény povrchu: usazeniny, zabarveni, koroze, starnuti, otoky a
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trhliny napéti".

11.1 Funkcni test

Noveé zakoupeny produkt musi byt po dodani a pfed kazdym pouzitim podroben dukladné vi-
zualini a funkéni kontrole.

Produkty musi byt zkontrolovany z hlediska nesrovnalosti.Vénovat pozornost trhlinam, zlome-
ninam a vyskytu koroze.

Pokud existuji klouby, mély by byt nastroje pfed funkénim testem naolejovany produktem
péce.Doporuéujeme lékarsky bily olej zaloZeny na parafinovém oleji.

Zkontrolujte nastroje pomoci kloubl, abyste mohli snadny pohyb.

Oznaceni musi byt rovnéz zkontrolovano z hlediska Citelnosti.

Provedte kontrolu funkce v souladu s zamyslenym pouzitim nastroje.

Mezi jiné patfi zakladni testy na nastroje s natérkou a Celisti:
[ Opravte otevieni a uzavieni (hladky pohyb, kompletni)
B Intaktni zbéhnuti (ohnuté, rozbité)
B Celisti se musi spravné uzavfit
B Zadné hazeni &elisti (kfizovy kousnuti)

ZVadné vyrobky nesmi byt pouZivany a musi pfed vratit se znovu podstoupit Uplny proces pre-
faratorniho oSetfeni.

12 Sterilizace

Pred sterilizaci musi produkty podstoupit ¢isténi a dezinfekci, byt proplachnuta bez zbytkd po-
moci demineralizované vody a soucujici suSeni. HEBUmedical doporuéuje pouziti validované-

ho procesu sterilizace parni (napf. Sterilizator v souladu s EN 285 a ovéieno v souladu s DIN
en ISO 17665-1).

PFi pouziti frakcionované metody vakua musi byt sterilizace provadéna s nejméné 134°C (USA
132°C) s minimalnim dobou trvani 3 minut. VysusSeni vakua musi byt provadéno
provadénim po dobu nejméné 20 minut.

v Parametry pouzité pro ovéreni sterilizace parni

Prevacuum 3 krat

Sterilizacni teplota 132 °C

Doba sterilizace 1,5 minuty (metoda poloviny cyklu)
Doba suseni 20 minut

Para musi byt bez pfimési, doporu¢ené mezni hodnoty pro napajeci vodu a kondenzat pary
jsou definovany v normé EN 285.

Jiné sterilizacni procesy jsou kompatibilni, ale nejsou validovany spole¢nosti HEBUmedical.
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Pfi nakladani dodrzZujte doporu¢enou celkovou hmotnost!
Po sterilizaci zkontrolujte sterilni obal, zda neni poSkozen, a zkontrolujte indikatory sterilizace.

12.1 Obal

Standardné vyhovuijici baleni vyrobku pro sterilizaci v souladu s normou ISO 11607. Obal musi
byt vhodny pro nastroje a chranit pfed mikrobiologickou kontaminaci béhem skladovani.
Tésnéni nesmi byt pod napétim. Spole¢nost HEBUmedical doporuduje jako steriliza¢ni obaly
kontejnery nebo typické nemocnicni papirové/foliové obaly.

Béhem validace byly nasiroje zabaleny v nemocnicnich spolecnych sterilizacnich
bali¢cich (papirové/filmoveé bali¢ky) a sterilizované parni.

13 Zivotnost

Proces parni sterilizace byl ovéfen laboratornimi testy. Vyrobky byly validovany v pfedvakuu s
nejhorSimi parametry v délce trvani 5 minut a teplotou 134 °C po dobu Zivotnosti 50 cykld.

Pokud byly uspésné provedeny testy popsané v kapitole 7, mlizete pfistroje pouzivat i po
prekro€eni této hodnoty cyklu na vlastni nebezpedi.

14 Skladovani

Vyrobky skladujte v suchém, Cistém a bezprasném prostfedi pfi mirnych teplotach od 5°C do
40°C.
Chrante pred slune¢nim zafenim a umélym svétlem.

-
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15 Zarucéni oprava

NasSe vyrobky jsou vyrobeny z vysoce kvalitnich materialt a pfed dodanim jsou peclivé kontro-
lovany. | pfi pouzivani v souladu s uréenim vSak podléhaji vétSimu ¢i menSimu opotfebeni v
zavislosti na intenzité pouzivani.

Toto opotfebeni je zplsobeno technickymi divody a je nevyhnutelné.

Pokud se vSak vyskytnou zavady nezavislé na opotfebeni, obratte se na naSe oddéleni sluzeb
zakaznikim.

Vadné vyrobky jiz nelze pouzivat a pfed vracenim musi projit celym procesem obnovy.
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16 Likvidace

Pfed likvidaci musi vyrobek projit kompletnim procesem pfepracovani a sterilizace v souladu
s postupem popsanym v tomto navodu k pouZiti.

Riziko infekce z kontaminovanych vyrobk!
A I Pii likvidaci vyrobku, jeho soucasti a jejich oball je tfeba dodrzovat narodni
predpisy.

Nebezpedi poranéni ostrymi a/nebo Spi¢atymi vyrobky!
A I Piilikvidaci vyrobku musi byt zajisténo, aby obal zabranil poranéni o
vyrobek.

17 Adresa sluzeb a vyrobce

Pokud jsou vyzadovany pokyny pro pouziti v papirovém formulafi, pouzijte nize uvedené kon-
taktni udaje. Pokyny pro pouziti v papirové podobé vam budou k dispozici do sedmi
kalendarnich dnd po obdrzeni zadosti.

Alternativné Ize také vytisknout elektronické pokyny pro pouZiti.

J HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Némecko
Tel.: +4974619471-0

E-mail: service@HEBUmedical.de
c € 0123 Web: www.HEBUmedical.de
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BhjHU

1 Szimbdélummagyarazatok

Szimbdélum Meghatarozas
c € 0123 CE jeldlés
A Veszeély

Ellen6rzott paraméterek

Gyarté

LOT A koteg neve

REF Referenciaszam

& only Orvosi eszkdz /
FDA vénykoteles eszkoz

MD Orvosi eszkoz
) Nem steril

STERILE

[ . e eay es

— I~ Tarolja napfénytél tavol
2\

Tarolja szarazon

P
A

Hémérséklet

(Elektronikus) hasznalati utasitas
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Nincs beavatkozas pacemakerrel rendelkez6
R betegeknél

2 Bevezetés

A késziilék megvasarlasaval On egy kivaléo minéségi terméket kap, amelynek megfeleld keze-
lését és hasznalatat az alabbiakban ismertetjik.

A betegek, a felhasznaldk és harmadik személyek kockazatainak és felesleges stresszének
minimalizalasa érdekében kérjik, olvassa el figyelmesen a hasznalati utasitast, és tartsa azt
biztonsagos helyen.

Termékeinket kizarélag a rendeltetésiiknek megfelel, megfeleléen képzett és szakképzett
szakemberek altali professzionalis hasznalatra szanjuk, és csak ilyen szakemberek vasarol-
hatjak meg 6ket.

3 Rendeltetésszeri hasznalat

3.1 Felhasznalasi cél

Egy monopolaris vagy bipolaris termék, amelyet erek vagy szovetkdtegek alvadasara hasznal-
nak hemosztazis esetén. Nem szanjak kdzvetlen érintkezésre a szivvel, a kdzponti keringéssel
vagy a kozponti idegrendszerrel. Ez egy Ujrahasznalhaté termék.

3.2 Indikacio

A terméket HF sebészetben hasznaljak. Csak képzett és szakképzett személyzet hasznalhat-
ja.

3.3 Ellenjavallatok

A HF bipolaris bilincsek nem hasznalhaté a kdzponti idegrendszerrel vagy a keringési rends-
zerrel kapcsolatban. A petevezeték lekétése nem biztonsagos alkalmazas.

3.4 Beteg célcsoport

A termékek minden betegcsoport szamara alkalmasak.

3.5 Maximalis elektromos terhelhetéség

A maximalis elektromos terhelhet6ség 0,3 kVp.
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4 Alkalmazas

The vessel sealing instrument BiSeal®is intended to be used exclusively with units which are
equipped with the BiSeal®-function from HEBU medical GmbH. Attention must be paid to the
directions given in the manual instructions as delivered with the unit. The BiSeal® vessel sea-
ling instrument is used for minimally invasive surgery, in particular for laparoscopy. The instru-
ment can be inserted through the 10 mm trocar. Its purpose is to permanently seal veins,
arteries and bundles of tissue, and thereafter implement the separation by cutting, without ha-
ving to change instruments. Hereby vessels with a diameter of up to 7 mm can be permanently
sealed. A cable connects the instrument to the HF-generator’s bipolar sockets.

The vessel sealing instrument BiSeal®is available in working lengths of 200 mm (HF 9581-20)
and 370 mm (HF 9581-37).

Due to interaction of mechanical pressure (p) and high-frequency current (1)
a permanently and reliably sealed area of veins, arteries or tissue bundles
is created. Hereby it is of significant importance that the pressure is being
kept constant during the entire application period.

Instruments for coagulation may only be used by persons who received special trai-

A ning or instructions in the use of such. Vessels with a diameter of up to 7 mm can be
permanently sealed. For large vessels it is recommended to make a double coagula-
tion, one next to the other. After sealing, it can be cut in the middle.

4.1 Funkcionalis tesztelés a steril miitéti teriileten

The mechanical function must be checked before begin of operation, and by laparoscopic ap-
plications before inserting into the trocar: Opening, closing, locking, unlocking, moving the bla-
de.

The electric function of the instrument should be checked before each application, e.g. on a
sterile swab soaked with NaCl-solution.

4.2 Miivelet

After correct assembly and connection to one of the bipolar sockets on the HF-generator, set
to BiSeal® mode.

Then grasp the tissue which is to undergo treatment. Afterwards close the handle. The sealing
current is activated by use of the foot switch.

The system ends the process by an automatic stop-function (automatic stop of flow of the high-
frequency current, audible confirmation).

Following this, the sealed tissue can be cut with the integrated blade.

Before beginning the sealing process, make sure that no ureter, nerve cords, intestinal
loops or any other structures are grasped unintentionally!
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For large vessels it is recommended to make a double coagulation, one next to the
other. After sealing, it can be cut in the middle.

5 (Ossze- és szétszerelés

5.1 Penge szétszerelése

1. Pull down safety latch and
push halfway in

2. Remove blade with needle holder
and
dispose according to safety
standards.

VESZELY!

& Soha ne tavolitsa el a késeket az ujjaival — sérulésveszély!
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5.2 Tisztitas

3. Clean upper and lower parts of
blade duct

5.3 Penge Osszeallitas

4. Insert new blade until it is caught in. Only
then remove protective cap.
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6 Figyelmeztetések veszélyre

A termékeket csak a HEBU tartozékokkal egyitt és csak klinikailag képzett szakszemélyzet
hasznalhatja. Az elektrodakat nem szabad meghaijlitani, mert ez karosithatja az anyagot és az
elektréda letdrését okozhatja. A HF készulék kimend teljesitményét csak a beavatkozashoz
feltétlenll sziikséges értékre szabad beallitani. Ha a szokasos koagulacios teljesitményt a HF
eszkdz standard beallitasai ellenére sem éri el, soha ne ndvelje a készllék kimeneti teljesitmeé-
nyét el6zetes ellen6rzés nélkil. A kovetkezdket kell részletesen ellenérizni: az 6sszes HF dugo
és kabel tokéletes érintkezése, a labkapcsolo vagy a fogantyun 1évé ujjkapcsoldé mikodése, a
HF kabelek, a miiszer szigetelése, valamint a taviranyité disztalis végének tisztasaga és kopa-
sa. aktiv elektrod(ok). A miivelet megkezdése elétt a sarga (CUT) és a kék (COAG) gomb meg-
nyomasaval ellenbrizze, hogy a monitorok zavartalanul (példaul zaj nélkil) tovabbitjak-e a
jeleket.

A HF-kabel kihizasahoz mindig a csatlakozét fogja meg. Soha ne hiizza a HF-kabelt, mert ez
megsérilhet. A hibas/torékeny szigetelési kabelek vagy az elektromos kabel megszakadasa
(a kabel er6s megtdrése vagy zuzédasa miatt) égési sériiléseket okozhat a felhasznaldban/be-
tegben, vagy akar tlizet is okozhat. Aktiv HF miiszereket és HF fogantyukat nem szabad a pa-
ciensre helyezni, hogy elkerilje a személyi sérlilést a HF véletlenszer( aktivalasa esetén.

Az aktiv elektrédak tisztitasahoz az ,Auto Start” médot (csak bipolaris hasznalatra) ki
kell kapcsolni, vagy a miszert le kell valasztani a generatorrél. A hegy terllete még

& mindig forrd lehet kézvetlenll az aktivalas utan, azaz égési sérulések veszélye all
fenn.

Az endogén égési sérilések olyan égési sérilések, amelyeket a paciens szévetének nagy
aramsirisége okoz. Az okok a kdvetkez6k lehetnek: A beteg véletlenil elektromosan vezetd
részekkel érintkezik. Ha a HF kabelek kozvetlenul érintkeznek a bérrel, a kapacitiv aramok
égeési seriléseket okozhatnak.

Az exogén égési sérilések meggyujtott folyadékok vagy gazok héje altal okozott égési sért-
lések. Robbanasok is el6fordulhatnak. Okai lehetnek: bértisztito és fertétlenitd szerek gyulla-
dasa, érzeéstelenitd gazok gyulladasa stb.

A HF aram karosithatja a szivritmus-szabalyozokat. Az eljaras el6tt konzultaljon
¥ kardiolégussal. Soha ne végezzen ambulans beavatkozasokat HF arammal szivrit-
mus-szabalyozoval rendelkezd betegeknél.
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7

Biztonsagi utasitasok

Medical products are delivered in a non-sterile condition and must be cleaned, disin-
fected and sterilized prior to their initial use.

Before each use, the instrument must be visually inspected for damage and contami-
nation!

Check the insulation of the electrodes and the shaft extension for damage before each
use.

Do not use defective products!

Do not use in the presence of flammable or explosive substances!

Never place it on the patient or in their immediate vicinity!

HEBUmedical expressly warns against extending the product. Any extension leads to
the exclusion of liability by HEBUmedical GmbH.

Protect these products from any mechanical damage! Do not throw! Do not use any
force.

Avoid mechanical overstressing of the product and its components beyond the design
design; this can lead to damage and loss of function!

Defective HF cables or handles must generally not be repaired. They must be repla-
ced with new ones.

Observe manufacturer's instructions regarding electrical load capacity!

Protection of the patient from contact with grounded metallic elements (operating tab-
le, IV pole, etc.) during application.

Do not sterilize product in hot air sterilizer.

Bear in mind the limitations of this treatment method! Do not attempt to seal vessels
which are wider than the maximum diameter of 7 mm!

i 1 M= 1=d M= N M D N N N N N P Mg

Coagulation of fallopian tubes with the BiSeal® instrument is not a safe method of
sterilization!
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The blade carrier must be exchanged after each application. Never use the same
blade carrier twice!

When submerging the jaw parts into electrically conducting liquids, no safe vessel
sealing is possible, due to the current being conducted by the liquid (shunt circuit)!

Even after ending the coagulation process, the outer surfaces of the jaw parts can be
very hot and cause unwanted burns. Any touching of tissue immediately after the end
of the sealing process is to be avoided!

Do not activate the blade carrier before the sealing of the grasped vessel is completed
— danger of bleeding! Only after the electrosurgery unit has confirmed the proper ves-
sel sealing process, the cut can be made.

Between the branches, in the blade duct and in the joints, rest substances might get
deposited, which can cause a deterioration of function. (Electric shunt circuit, blade
carrier gets stuck). In such cases the instrument must be cleaned during applications
by use of delivered cleaning tools, a brush or a swab, as well as sterilized water

During vessel sealing the blade must be retracted into the jaw parts, otherwise it can
cause a short circuit and no sealing function can be effected.

Start with a low power output and increase the output according to requirement. If the
sealing function is poor or not at all effective, look for cause. Do not simply turn the
output power up to maximum

The connection cable should be aligned in such a way that it does not touch the pa-
tient, nor has any contact with other cables. Protect the cable from mechanical dam-
age (running over, squeezing, bending).

Avoid the simultaneous use of HF surgery and electrically grounded electrodes and
sensors of diagnostic devices!

If the products are used on patients with transmissible spongiform encephalopathy or
HIV infection, we decline any responsibility for their reuse.

154 = B N N e B N B B B e

Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

Additional directions for laparoscopic applications

ZAN

Only do vessel sealing when the jaw parts of the instrument are visible for the opera-
tor. Unintentional activation or motion of instrument can lead to injury of patient!

ZAN

The electrodes inside the jaw parts carrying current must have a safety distance of at
least 2 cm to metallic end of trocar, when activated.

ZAN

Insert and withdraw the instrument into/from the trocar with closed jaw parts only!
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8

Scope of delivery

HF9581-20 oder

HF9581-37 Vessel sealing instrument BiSeal® 200 mm or 370 mm
HB2310 Needle holder — for save removal of the blades
HF9581-01 Disposable replacement blades

Manual Instruction

9

Biztonsagi utasitasok

Az orvosi eszkdzoket nem sterilen szallitjuk, és az elsé hasznalat elétt meg kell tiszti-
tani, fertétleniteni és sterilizalni kell.

Minden hasznalat el6tt szemrevételezéssel ellendrizni kell a miiszert sértilések és
szennyezddések szempontjabol!

Minden hasznalat elétt ellenérizze, hogy az elektrodak és a tengelyhosszabbité szi-
getelése nem sérilt-e.

Ne hasznaljon hibas termékeket!

Ne hasznalja gyulékony vagy robbanasveszélyes anyagok jelenlétében!

Soha ne helyezze a betegre vagy annak kdzvetlen kézelébe!

A HEBUmedical kifejezetten figyelmeztet a termék meghosszabbitasara. Barmilyen
meghosszabbitas a HEBUmedical GmbH felel6sségének kizarasahoz vezet.

Védje ezeket a termékeket minden mechanikai sériléstél! Ne dobd! Ne alkalmazzon
semmilyen erét.

Kerllje el a termék és alkatrészeinek mechanikai tulterhelését a tervezésen tul, mert
ez karosodashoz és funkciévesztéshez vezethet!

A hibas HF kabeleket vagy fogantyukat altalaban nem szabad megjavitani. Ezeket
Ujakra kell cserélni.

d 4 =4 Wi N> N N NN

Vegye figyelembe a gyarté elektromos teherbirasara vonatkozé utasitasait!
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A beteg védelme a foldelt fém elemekkel val6 érintkezéstél (miitéasztal, infuziés rud
stb.) az alkalmazas soran.

A termékeket nem szabad ultrahangos furdében tisztitani.

Ne fert6tsd a terméket meleglevegds sterilizatorban.

Ha a termékeket fert6z6 szivacsos agyvel6bantalmakban vagy HIV-fert6zésben szen-
ved6 betegeknél hasznaljak, elharitunk minden felel6sséget az ujrafelhasznalasért.

YA\
YA\
YA\
YA\

Az eszkdzzel kapcsolatos minden sulyos eseményt jelenteni kell a gyarténak és azon
tagallam illetékes hatésaganak, amelyben a felhasznalé és/vagy a beteg letelepedett

>

10 Keészitmény

Az elBkészitd kezelésért felelés személy felelds annak biztositasaért, hogy a kezelést a kezeld
létesitményben a megfelel felszerelések, anyagok és személyzet felhasznalasaval kell kifog-
ni, és igy eléri a kivant eredményt. Ez sziikségessé teszi az alkalmazott folyamat validalasat

és rutin megfigyelését. Arra buzditjuk Ont, hogy vegye figyelembe az eszkdz elékészitésével

foglalkozé nemzeti rendeleteket.

Az érvényesitett paraméterek az ujrafelhasznalhaté muitéti eszkdzokre vonatkoznak. Az érveé-
nyesitett paramétereket meg kell figyelni a tébbi termékre, amely lecsokkent, kivéve, ha egy
masik eljarast kifejezetten leirnak.

10.1 Informacid a muiiszer elokészitésérol

[ Hasznaljon tisztitd és/vagy fert6tlenitészereket pH-értékkel 9-10-en bellil.

Kérjuk, vegye figyelembe a gyarto utasitasait az adagolasra, az expozicios idével és
a megoldasok megujitadsaval kapcsolatban.

Hasznaljon megfeleld keféket, amelyek nem tavolitanak el anyagot, azaz ne hasznal-
jon kemény keféket (példaul fémkeféket és fémszivacsokat) vagy durva csis-
zolbéanyagu tisztitdszereket.

Soha ne hagyja a mlszereket a tisztitd vagy fert6tlenitészereknél hosszabb ideig,
mint a megadott id6.

Oblitse le és 6vatosan szaritsa meg a csatornakon és a csdveken.

Az érzékeny miszereket taroléban vagy szoritészerben meg kell tisztitani.

Vegye figyelembe a gyarto tisztitasarol és a berendezések sterilizalasarél szél6 uta-
sitasokat.
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10.1.1 Vizmindség

A tisztitdshoz, a semlegesitéshez és az dblitéshez a demineralizalt viz hasznalatat javasoljuk,
a "DGKH irdnymutatas, DGSV, AKI, az automatizalt tisztitasi és a termikus fertétlenitési folya-
matok validalasara és rutinszer(i megfigyelésére, valamint az eszk6z6k alapelveinek érvénye-
sitésére és rutinszerli megfigyelésére" (az eszkdzok alapelveire "(a Az irAanymutatas a din en
ISO 15883-1 pontra vonatkozik.

Az iranymutatas szerint a kovetkez6 értékek ajanlottak:

Vezetbképesség: <15 us/cm (a DIN EN 285 tablazatatol eltéréen).
pH-érték: 5-7

Teljes keménység: <0,02 mmol CaO/I

Sétartalom: < 10 mg/l

Foszfat (P,O5-ként): <0,5 mg/I

Szilikat (mint SiO5): < 1 mg/I

Klorid: = 2 mg/l

10.2 El6készités a hasznalat helyén

Hasznalat utan azonnal tavolitsa el a durva szennyez6déseket a miiszerekrdl egy megfelel
kefével (lasd a Kapitel 10.1 fejezetet), és dblitse ki a mikodd kannat. Ne hasznaljon rogzités-
zert vagy forré vizet (> 40°C), mivel ez azt eredményezi, hogy a maradékok rogzitenek, és be-
folyasolhatjak az al -értékes tisztitasi mivelet sikerét

A lehetd legjobban szétszerelje és/vagy nyitja meg a hangszereket. A miszerek hasznalatat
kovet6 rovid idén belll megtisztitiak a maradékok szaritdsanak csdkkentésére szolgalé utasi-
tasokat.

Ez lehetbvé teszi a kdnnyebb tisztitast. Ha a mlszerek érintkezésbe kerilinek a korrodald gyo-
gyszerekkel vagy a tisztitoszerekkel, akkor a hasznalat utan azonnal mossa meg a tézist.
Hosszabb szaritasi idd, pl. A szaraz artalmatlanitashoz nem validalédnak, és nem ajanlott.

Y Az érvényesités soran a szaritasi id6 1 6ra volt.

10.3 Kaeézi takaritas

Mivel a mechanikai folyamatok szabvanyosithatok, reprodukalhaték és ezért validal-
hatok, a mechanikus tisztitast/fertétlenitést elényben kell részesiteni a kézi folyama-

& toknal. A kézi tisztitasi és fertétlenitési folyamatot nem validaljak, és a végfelhasznalo
is érvényesiti.
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10.4 Mechanikus tisztitas

A nemzetkdzi szabvanyok (EN ISO 15883) és a nemzeti iranymutatasok miatt csak a mecha-
nikai tisztitasi és fertétlenitési eljarasoknak kell lennie. Az automatizalt tisztitashoz egy stan-
dard programot javasolunk a mitéti miiszerekhez, pl. Hangszerek a Miele -tél.

Vegye figyelembe a kévetkez6ket betdltéssel:

B Helyezze a szétszerelt vagy kinyitott eszkdzoket biztonsagosan a talcaba.

B Anyilasokkal és mélyedésekkel rendelkezé miszereket lefelé nézd nyitott oldalra kell
helyezni, hogy megtisztitsak éket, és a tisztitasi folyamatbdl nem tudnak viz gydijteni
Oket.

Ha rendelkezésre all, hasznaljon koordinalt 6blitési eszkozt.

[ Helyezze a mlszereket az iziletekkel nyitott helyzetbe a tisztitoba, és fertétlenitd
geépbe.
[ Ha rendelkezésre all blitéeszkoz, pl. Luer-Lock csatlakozo, azt az dbran lathato
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maodon kell hasznalni.

Az eldoblitést szaraz tisztitas koveti.
A kémiai tisztitdst 40°C és 60°C kozotti hémérsékleten kell végezni legalabb 5 percig.

Olyan tisztitészereket ajanlunk, amelyek pH-értéke 9 és 10 kozott van, pl. a Dr Weigert Neo-
disher MediClean forte. A tisztitoszer kivalasztasa a miiszerek anyagatdl és tulajdonséagaitol,
valamint a nemzeti el6irasoktdl fugg.

Ha a vizben megndvekszik a kloridkoncentracié, a miszereken lyuk- és fesziltségkorréziés re-
pedések keletkezhetnek.

Az ilyen korrézié eléfordulasa minimalisra csdkkenthet6 lgos tisztitoszerek és demineralizalt
viz hasznalataval.

A savas alapu semlegesitdszer hozzaadasa megkonnyiti a lugos tisztitoszer-maradvanyok
ledblitését az els6 kdzbensd oblités soran.

A lerakodasok kialakulasanak megelézése érdekében semleges tisztitoszerek hasznalata
ajanlott, ha a viz minésége kedvezétlen.

A termikus fert6tlenités a masodik kdzbensd dblités utan torténik.

A termikus fert6tlenitést a mikrobiolégiai ivovizmindségnek (< 100 CFU/ml ivéviz) megfeleld
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demineralizalt vizzel kell végezni 80-95°C-on, az EN ISO 15883 szabvanynak megfelel6 ex-
poziciés idével.

A mosodeszkdzoket a program végen ki kell venni a gépbdl, mivel a gépben maradas korrdziét
okozhat.

v Az el6készités validalasahoz hasznalt paraméterek

ElSoblités 1 perc hideg csapvizzel

Ho6meérséklet: 55°C

Tisztitas Aztatasi id6: 5 perc (a legrosszabb eset)

Neodisher Mediclean Forte 0,4% (legrosszabb eset)

Hémérséklet: hideg demineralizalt viz

Semlegesités Aztatasi id6: 2 perc

Neodisher Z 0,1%

Oblités 2 perc hideg demineralizalt vizzel

Hémérséklet: 90 °C (Ag 3000)

Fertétlenités

Aztatasi id6: 5 perc

10.5 Szaritas

Gondoskodjon a megfelel6 szaritasrdl a tisztito és fertdtlenité eszkdzzel, vagy mas alkalmas
intézkedések alkalmazasaval.

v A szaritast az érvényesitésben elhagytak (a legrosszabb eset).

11 Karbantartas, ellenorzés

A helyiségh&mérsékletre torténd leh(ités utan a miszereket vizualisan ellendrizni kell a fehérje
maradvanyok és mas szennyezddés szempontjabdl. A réseket, akadalyokat, zarakat, csoveket
és masokat nehéz hozzaférni kell. Azokat a mlszereket, amelyek nem maradnak maradék-
mentesek, a teljes Ujrafeldolgozasi folyamatnak tébbszor is ki kell vetni.

Annak biztositasa érdekében, hogy a mltéti eszkdzdket felhasznalhassak a rendeltetés célja-
bdl az ujrafeldolgozas utan, a vizualis ellenbrzés és az apolasi intézkedések tisztitasa, fertot-
lenitése és megszaradasa utan funkcionalis tesztet kell elvégezni. Végezze el a 11.1. Pontban
leeresztett funkcionalis teszteket.

A foltos, tompa, elhajlott, mar nem mikddéképes, mas modon sértilt vagy a miszer feliratoza-
sa mar nem felismerheté (pl. a felirat, UDI-k6d mar nem olvashatd) miszereket ki kell selejtez-
ni!

Annak érdekében, hogy azonositsak a rendezendd hibas eszkdzoket, azt javasoljuk, hogy a
"miszer ujrafeldolgozasa a" Instruments el6készitésébdl ". Ez magaban foglalta a 8. fejezet
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"Ellen6rzések és gondozas" és a 12. fejezet "Fellletvaltozasok: betétek, elszinezédés, korro-
Zio, 6regedés, duzzanat és stressz repedések”.

11.1  Funkciévizsgalat

Az Ujonnan megvasarolt terméket alapos vizualis és funkcidellenbrzésnek kell alavetni a kéz-
besités utan és minden hasznalat el6tt.

A termékeket ellenérizni kell a szabalytalansagok szempontjabdl. Figyelem a repedésekre, a
torésekre és a korrézio eléfordulasara.

Ha vannak izlletek, akkor a miszereket a funkcionalis teszt el6tt egy apolasi termékkel kell
olajozni. Javasoljuk a paraffinolaj alapu orvosi fehér olajat.

Ellen8rizze a miiszereket az iziletekkel a mozgas megkdnnyitése érdekében.

A cimkézés olvashatésagat is ellendrizni kell.

Végezzen el egy funkciét a miiszer tervezett alkalmazasaval 6sszhangban.

A fogazassal és az allkapocsgal rendelkezd miiszerek alapveté tesztei tobbek kdzott:
B Helyes nyilas és bezaras (sima mozgas, teljes)
B Inter fogalmazas (hajlitott, elszakadt)
B Az allkapocsoknak megfeleléen kell bezarniuk
[ Nem dobja az allkapocsokat (keresztcsipés)

A hibas termékeket nem szabad hasznalni, és a visszatérés el6tt Ujra meg kell vizsgalni a teljes
el6fedési kezelési folyamaton.

12 Stérilisation

A sterilizalas el6tt a termékeknek tisztitason és fert6tlenitésen kell atmennilik, maradék nélkul
le kell &bliteni demineralizalt vizzel, és als6 mdédon szaritani. A HEBUmedical javasolja egy va-
lidalt g6z sterilizacios eljaras alkalmazasat (példaul sterilizalé az EN 285-nek, és a DIN EN ISO
17665-1 szerinti érvényesitéssel igazolva).

A frakcionalt vdkuum modszer alkalmazasaval a sterilizaciot legalabb 134°C -os (USA

132°C) kell elvégezni, minimum 3 perces tartézkodasi periédussal. A vakuumszaritast le-
galabb 20 percig kell elvégezni.

V A g6z sterilizalasanak validalasahoz hasznalt paraméterek
Elévakuum 3 alkalommal

Sterilizacios hémérséklet 132 °C

Sterilizalasi id6 1,5 perc (félciklus médszer)
Szaradasi id6 20 perc

A gb6znek 6sszetevbktdl mentesnek kell lennie, a tapvizre és a gézkondenzatumra vonatkozé
ajanlott hatarértékeket az EN 285 hatarozza meg.
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Mas sterilizalasi eljarasok kompatibilisek, de a HEBUmedical nem validalta 6ket.
Betoltéskor tartsa be az ajanlott 6ssztomeget! A sterilizalas utan ellenérizze a steril csomago-
Iast, hogy nincs-e rajta sértilés, és ellenérizze a sterilizalasi mutatokat.

12.1 Csomagolas

Az ISO 11607 -rel 6sszhangban a sterilizalashoz sziikséges termékek megfeleld csomagola-
sa. A hasznalt csomagolasnak megfelelének kell lennie a miszerekhez, és meg kell védenie
Oket a mikrobioldgiai szennyez6déstdl a tarolas soran.A pecsétnek nem szabad feszliltség
alatt allnia.A hebumedicalis a konténer vagy a kérhaz kdzos sterilizacios papir/filmcsomagola-
sat javasolja sterilizalt csomagolashoz.

Az érvényesités soran a muszereket a kérhazi sterilizacios csomagolasba (papir/filmc-
Y somagolas) és a gz sterilizaltak.

13 Elettartam

A gbzsterilizalasi folyamatot laboratoriumi vizsgalatokkal validaltak. A termékeket elévakuum-
ban validaltak, a legrosszabb esetben 5 perces idétartamu paraméterekkel és 134°C-os hé-
mérsékleten, 50 ciklusos élettartam mellett.

A milszereket ezen a ciklusértéken tul sajat felelésségére tovabb hasznalhatja, ha a 7. fejezet-
ben leirt teszteket sikeresen elvégezte.

14 Tarolas

A termékeket szaraz, tiszta és pormentes kérnyezetben, mérsékelt, 5 °C és 40 °C kozotti hé-
mérsékleten tarolja.
Védje a napfénytdl és a mesterséges fénytél.

K& )

15 Garancia/ javitas

Termékeink kivalé minéségl anyagokbdl készilinek, és szallitas el6tt gondosan ellenérzik
Oket. Azonban még rendeltetésszerli hasznalat esetén is kisebb-nagyobb mértéki kopasnak
vannak kitéve a hasznalat intenzitasatol fliggben.

Ez a kopas technikai okokbdl kdvetkezik be, és elkerilhetetlen.

Ha azonban a kopastdl fliggetlen meghibasodasok jelentkeznek, kérjik, forduljon tgyfélszol-
galatunkhoz.

A hibas termékek nem hasznalhatok tovabb, és a visszakildés elétt at kell esnilk a teljes fe-
lbjitasi folyamaton.
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16 Artalmatlanitas

Az artalmatlanitas el6tt a terméknek a jelen hasznalati utasitasban leirt eljarasnak megfeleléen
teljes ujrafeldolgozasi és sterilizalasi folyamaton kell atesnie.

Fert6zésveszély a szennyezett termékek miatt!
A I Atermék, annak 0sszetevéinek és csomagolasanak artalmatlanitasakor be
kell tartani a nemzeti eléirasokat.

Eles szél(i és/vagy hegyes termékek okozta sériilésveszély!
A I Atermék artalmatlanitasakor biztositani kell, hogy a csomagolas megaka-
dalyozza a termék okozta sérlléseket.

17 Szerviz és gyarté cime

Amennyiben az itt bemutatott hasznalati Utmutatoét papir formatumban kell megadni, kérjuk, ve-
gye igénybe az alabbi elérhetéségeket. A papir alapu hasznalati utasitast a kérelem beérkezé-
sétél szamitott hét naptari napon beliil az On rendelkezésére bocsatjuk.

Alternativ megoldasként az elektronikus hasznalati utasitast sajat maga is kinyomtathatja.

d HEBUmedical GmbH
Badstralle 8

78532 Tuttlingen / Némecko
Tel. +49 74619471 -0

E-mail: service@HEBUmedical.de
c € 0123 Weboldal: www.HEBUmedical.de
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