LIGAMAX >

5 mm Endoscopic Multiple Clip Applier
Multi-applicateur endoscopique de clips de 5 mm
5 mm Endoskopischer Multiclipapplikator
Applicatore multiplo endoscopico di clip da 5 mm
Aplicador endoscopico de miiltiplos clips de 5 mm

Endoaplicador de clips miiltiple de 5 mm
5 mm endoscopische multipele-cliptang
5 mm endoskopisk multiclipstang

5 mm endoskooppinen klipsien kiinnitysinstrumentti
Evdookomikn AaBida anoriveong tollaridv kKAtw 5 mm

5 mm endoskopisk multiclipsapplikator

Endoskopowa klipsownica o $rednicy 5 mm do wielokrotnego
zakfadania klipsow

5 mm-es endoszkoépos tobbszoérés kapocsbehelyezd
Endoskopicky vicenasobny aplikator sponek o prdméru 5 mm
Endoskopicky aplikator viacerych svoriek o priemere 5 mm
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Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical consequences, such as failure
to ligate.

Important: This package insert is designed to provide instructions for use of the LIGAMAX_ 5 —5 mm
Endoscopic Multiple Clip Applier. It is not a reference to ligation techniques.
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Indications
The 5 mm Endoscopic Multiple Clip Applier is intended for use on tubular structures or vessels wherever a
metal ligating clip is indicated.

Contraindications

. DO NOT use the instrument for contraceptive tubal occlusion.

. DO NOT use the instrument on tissue structures or vessels upon which metal ligating clips would not
normally be used.

Device Description

The 5 mm Endoscopic Multiple Clip Applier is a sterile, single patient use instrument designed to provide a
means of ligation through an appropriately-sized trocar. The instrument contains 15 titanium clips and the
shaft can be rotated 360 degrees in either direction.

Product Shaft Clip Size/ Clip Overall Shaft
Code Diameter No. of Clips Dimensions Length (approx.)
ELSML 5.5 mm Medium/Large 33cm
15 I_E_-l
8.8 mm
—
3.6 mm

Illustration and Nomenclature (lllustration 1)

1. Jaws 5. Indicator Window
2. Demarcation 6. Handle

3. Shaft 7. Trigger

4. Rotation Knob

Instructions For Use

Verify compatibility of all instruments and accessories prior to using the instrument (refer to Warnings

and Precautions).

Using sterile technique, remove the instrument from the package. To avoid damage, do not flip the

instrument into the sterile field.

Remove protective tip from the nose of the instrument.

Insert the clip applier through an appropriately-sized trocar. The empty jaws will passively collapse

as they pass through a 5 mm trocar and reopen when completely through the trocar. (Illustration 2)

Caution: Do not insert the clip applier through a trocar if a clip is present in the jaws. This may result

in clip malformation, dislodged clips, or damage to the instrument. If a clip is present in the jaws,

fully squeeze the trigger against the handle, then fully release the trigger to release the clip from
the jaws.

4 Prior to loading a clip in the jaws, ensure that the demarcation between the jaws and the instrument
shaft is past the end of the trocar cannula. (Illustration 3)

5 Prior to positioning the jaws around the tubular structure or vessel, load a clip into the jaws by
partially squeezing the trigger approximately one-third of the total firing stroke. (Illustration 4)
Caution: Inspect the jaw tips to ensure the clip is fully advanced in the jaws. (Illustration 4)

6 Position the jaws with the clip completely around the tubular structure or vessel to be ligated. The
structure to be ligated should be positioned abutting the apex of the clip. (Illustration 5)

Caution: Ensure that the clip is the correct size for the vessel or tubular structure being ligated.
Note: The shaft can be rotated 360 degrees to facilitate visualization and accurate placement.

7 Fully squeeze the trigger until it stops against the handle to completely form the clip on the targeted
structure or vessel. (Illustration 6)

Caution: The trigger must be fully squeezed against the handle to ensure complete clip formation.
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8 After firing, fully release the trigger.

Note: A clip will not be loaded in the jaws until the trigger is squeezed again.

9 Check to ensure that each clip has been securely placed around the tissue being ligated.

Note: If a clip is present in the jaws and the clip applier needs to be removed from the patient, fully
squeeze and hold the trigger against the handle while removing the clip applier through the trocar
with the jaws in the closed position. Once the clip applier is removed, fully release the trigger to
release the clip from the jaws. The clip applier is then ready for the next clip application.

Note: If a clip is dislodged prematurely from the jaw tips or a clip fails to advance, remove the jaws
from the targeted structure and fully squeeze and release the trigger to reset the device. Continue to
use the instrument as noted in step 5.

10 The 5 mm Endoscopic Multiple Clip Applier can be used to secure a catheter for cholangiography.
During closure on the cystic duct and catheter, release the trigger after hearing the final audible click,
prior to the trigger stopping against the handle.

11 When the 13th clip is fired, an orange bar will begin to appear in the indicator window on top of the
device handle. The clip applier is empty when the orange bar completely fills the indicator window.
Note: The instrument contains a last clip lockout feature designed to increase the force required to
close the trigger, thereby reducing the possibility that the empty jaws will be closed on a structure or
vessel. Do not attempt to fire through the lockout. If the trigger is forced closed once the last clip
lockout has engaged, the jaws may remain closed. If the jaws do not open when the trigger is
released, pull the trigger outward to re-open the jaws. Do not refire the instrument.

12 To remove the instrument, ensure there is no clip remaining in the jaws, and withdraw the instrument
from the trocar.

Warnings and Precautions

. Minimally invasive procedures should be performed only by persons having adequate training and
familiarity with minimally invasive techniques. Consult medical literature relative to techniques,
complications, and hazards prior to performance of any minimally invasive procedure.

. Minimally invasive instruments may vary in diameter from manufacturer to manufacturer. When
minimally invasive instruments and accessories from different manufacturers are employed together
in a procedure, verify compatibility prior to initiation of the procedure.

. A thorough understanding of the principles and techniques involved in laser, electrosurgical, and
ultrasonic procedures is essential to avoid shock and burn hazards to both patient and medical
personnel and damage to the device or other medical instruments. Ensure that electrical insulation
or grounding is not compromised. Do not immerse electrosurgical instruments in liquid unless the
instruments are designed and labeled to be immersed.

. Ensure that the clip is the correct size for the vessel or tubular structure being ligated.

. Do not insert the clip applier through a trocar if a clip is present in the jaws. This may result in clip
malformation, dislodged clips, or damage to the instrument. If a clip is present, fully squeeze the
trigger against the handle, then fully release the trigger to release the clip from the jaws.

. Inspect the jaw tips to ensure the clip is fully advanced in the jaws.

. Ensure that each clip is securely and completely positioned around the tissue being ligated.

. Do not excessively twist or torque the instrument jaws when positioning or firing the instrument on a
tubular structure or vessel. Excessive twisting or torquing may result in clip malformation.

. Do not excessively apply a side load to the jaws that would cause them to partially collapse and

potentially result in a clip malformation. The device jaws should be fully open and parallel upon
initiating the firing of the instrument.

. Do not push with excessive force on the proximal end of the instrument. Excessive force may result
in clip malformation.

. The trigger must be fully squeezed against the handle to ensure complete clip formation.

. Ensure full release of the trigger after firing. A partial release of the trigger may disrupt clip feeding
sequence and may result in clip malformation.

. Do not attempt to remove closed jaws from the structure or vessel. This could result in damage to the
structure or vessel. Pull the trigger outward to re-open the jaws.

. Avoid firing the instrument over another clip or instrument. Firing the instrument in this manner may
distort or yield the instrument jaws, which can cause the instrument to release the clip prematurely.

. Excessive tissue manipulation with clip in jaws may result in clip dislodgement.
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. Instruments or devices which come into contact with bodily fluids may require special disposal
handling to prevent biological contamination.

. This device is packaged and sterilized for single use only. Reuse, reprocessing, or resterilization may
compromise the structural integrity of the device and/or lead to device failure which in turn may
result in patient injury, illness or death. Also, reprocessing or resterilization of single use devices may
create a risk of contamination and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infectious disease(s) from one patient to another. Contamination of the
device may lead to injury, illness, or death of the patient.

How Supplied
The LIGAMAX?® — 5 mm Endoscopic Multiple Clip Applier is supplied sterile for single patient use.
Discard after use.




Sterilized by Irradiation.

Sterility Guaranteed Unless Package Opened or Damaged. Do Not Resterilize.
Stérilisé par irradiation.

Stérilité garantie si I’emballage n’a pas été ouvert ou endommagé. Ne pas restériliser.
Strahlensterilisiert.

Nicht verwenden, wenn die Sterilverpackung gedffnet oder beschidigt ist.
Nicht resterilisieren.

Sterilizzato con radiazioni.

Sterilita garantita, a meno che la confezione non venga aperta o danneggiata.
Non risterilizzare.

Esterilizado por irradiacdo.

Esterilizagao garantida excepto se a embalagem estiver aberta ou danificada.
Nao reesterilizar.

Estéril por radiacion.

Esterilizacién garantizada mientras el envase esté integro. No reesterilizar.
Gesteriliseerd met straling.

Steriliteit gegarandeerd tenzij de verpakking is geopend of beschadigd. Niet
opnieuw steriliseren.

Steriliseret ved striling.

Garanteret sterilt, med mindre pakken er dbnet eller beskadiget. M ikke
gensteriliseres.

Steriloitu siteilyttamalla.

Tuote on steriili, kun pakkaus on avaamaton ja ehji. Ei saa steriloida uudestaan.
ATOGTELPOUEVOL PE OKTIVOBOALDL.

H otepotta eivat eyyunpévn eddcov dev avorybei n cvokevaocia 1 dev
npokANOel {nuid oe avtv. Mnv EN0VOTOCTELPOVETE.

Steriliserad med bestrilning.

Steriliteten garanteras under forutsittning att férpackningen inte dr 6ppnad eller
skadad. Far ej omsteriliseras.

Urzadzenie/sprzet sterylizowane promieniowaniem.

Jatowo$¢ gwarantowana pod warunkiem, Ze opakowanie nie zostato otwarte lub
uszkodzone. Nie sterylizowa¢ ponownie.

Besugdrzassal sterilizdlva.

A sterilitdsa addig garantdlhat6, amig ki nem nyitjk, illetve meg nem sériil a
csomagolas. Tilos tjra sterilizalni!

Sterilizace se provadi ozafenim.

Sterilnost je zarucena, pokud baleni neni oteviené nebo poskozené. Nastroj znovu
nesterilizujte.

Sterilizované oZarovanim.

Sterilita je zaru¢end, ak nie je otvoreny alebo poskodeny obal. Neresterilizujte.
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Lot Erin koodi

Ne de lot Ap. moptidag

Ch.-B. Batchnummer

Lotto Numer partii produkcyjnej

Ne do lote Tétel

Ne de lote Sarze

Lotnr. Sarza

Parti Eilnea

Use Until Date Kiytettdvd viimeistidn

A utiliser avant XpNoHonoteite uéxpt v

Verw. bis Anviind fore

Utilizzare entro Koniec okresu przydatnosci do uzytku
Validade A feltiintetett datumig haszndlhato fel
A utilizar antes de Pouzit do data

Gebruik véor Pouzitel'né do

Holdbar til angivne dato F

See Instructions For Use Katso kiyttoohjeet

Voir notice d’utilisation Awapdote tig Odnyieg Xpricemg
Bitte Gebrauchsanweisung beachten Se bruksanvisning

Vedere le istruzioni per I'uso Zobacz instrukcja uzytkowania
Ver Instrugdes de Uso Lasd a haszndlati Gtmutatét

Ver instrucciones de uso Prostudujte navod k pouZiti

Zie gebruiksaanwijzing Precitajte si ndvod na pouZitie

Se brugsvejledningen LAl i

Single Patient Use Potilaskohtainen

Usage unique Xpnon og €vav povov acbevi
Einweg-Instrument, nur fiir den Endast for engangsbruk

Einsatz bei einem Patienten Do uzytku u jednego pacjenta
Monouso Egyetlen betegnél hasznalhat6 fel
Uso tinico Nastroj je urCeny pouze pro jednoho pacienta
Uso en un solo paciente Urcené iba pre jedného pacienta
Voor eenmalig gebruik B

Engangsbrug

Caution: Federal (USA) law restricts this device to sale by or on the order of
aphysician.

Attention : aux Etats-Unis, selon la loi fédérale, ce produit est exclusivement vendu
sur prescription médicale.

Achtung: Laut Gesetz darf dieses Instrument in den USA nur an einen Mediziner oder
eine in seinem Auftrag handelnde Person verkauft werden.

Attenzione: la legge federale americana consente la vendita di questo dispositivo
solo dietro richiesta medica.

Atencdo: A lei federal (dos Estados Unidos) s6 permite a venda deste dispositivo a
médicos ou sob receita destes.

Atencién: la ley federal de EE.UU. impone que este producto s6lo puede ser vendido
por un médico o bajo prescripcion médica.

Waarschuwing: De Federale wetgeving (in de VS) eist dat dit apparaat uitsluitend
door of in opdracht van een arts wordt verkocht.

Forsigtig: I henhold til geeldende lov ma denne anordning kun szlges til eller bruges
af en lege.

Varoitus: Yhdysvaltain lain mukaan tdmin tuotteen saa myydé vain ladkari tai
ladkdrin madrayksestd.

TIpocoyn: To opoomovdiokd dikoto twv HITA teplopilet Ty ndinon tou
£PYOLELOV OVTOV HOVOV OO LOTPOVG T KOTOTLY EVIOANG LOTPOY.

Varning: Enligt amerikansk lag far detta instrument endast siiljas till likare eller pa
likares anmodan.

Przestroga: Prawo federalne (USA) zezwala na sprzedaz tego urzadzenia wytacznie
lekarzowi lub na jego zaméwienie.

Figyelem! Az USA szovetségi torvényei értelmében az eszk6z csak orvos
megrendelésére értékesithetd.

Upozornéni: Podle federalnich zakoni USA je prodej tohoto zafizeni omezen na
prodej v 1ékarnach nebo na Iékafsky predpis.

Pozor: Podla federalnych zdkonov (v USA) sa toto zariadenie smie preddvat’ iba
lekdrom alebo na lekarsky predpis.
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Manufacturer
Fabricant
Hersteller
Produttore
Fabricante
Fabricante
Fabrikant
Producent
Valmistaja
Kataokevaotmg
Tillverkare
Producent
Gyarto
Vyrobce
Vyrobca
i

Authorized Representative in the European Community
Représentant autorisé dans la Communauté européenne
Bevollmichtigter in der Europiischen Gemeinschaft
Distributore autorizzato per la Comunita Europea
Representante autorizado na Comunidade Europeia
Representante autorizado en la Comunidad Europea
Bevoegd vertegenwoordiger bij de Europese Gemeenschap
Autoriseret reprasentant i det europziske faellesskab
Valtuutettu edustaja Euroopan yhteison alueella
E&ovoiodotnuévog avimpéomnog oty Evponaixi Kowvdmro
Auktoriserad rep ant i Europeiska kapen
Autoryzowany przedstawiciel we Wspélnocie Europejskiej
Meghatalmazott képvisel§ az Eurdpai K6zosségben
Autorizovany zistupce v Evropském spolecenstvi
Autorizovany zdstupca pre Eurépske spolocenstvo
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Ethicon Endo-Surgery (Europe) GmbH
Hummelsbuetteler Steindamm 71
22851 Norderstedt
GERMANY

Johnson & Johnson AG
CH-8957 Spreitenbach
SWITZERLAND

ETHICON ENDO-SURGERY, inc.
agoevmww.‘goﬁmwn company

ETHICON ENDO-SURGERY, INC. ©ETHICON ENDO-SURGERY, INC. 2005
Cincinnati, OH 45242-2839 USA PA40499P02

C€us



