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Tourniquet Kit
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Caution: Federal law (USA) restricts this device to sale by or on the

order of a physician. n m
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Explanation of symbols on package labeling / Explication des symboles des étiquettes sur
I'emballage / Erlduterung der Symbole auf der Verpackung / Explicacion de los simbolos que
aparecen en el etiquetado del envase / Verklaring van de symbolen op de verpakkingslabels /
Spiegazione dei simboli sull'etichetta della confezione / Forklaring av symboler pa
emballasjen / Pakkauksen symbolien selitykset / Forklaring av symboler pa
férpackningsetiketten / Emeg§iiynon Twv cupBoAwy otnv eTikéTa TNG cuokevaoiag / Forklaring
af symboler pa emballagens markater / Objasnienie symboli znajdujacych si¢ na etykietach
opakowania / Explicagido dos simbolos nas etiquetas da embalagem / Ambalaj etiketindeki
sembollerin agiklamalar / Vysvétleni symbol( uvedenych na §titcich obalu/ A csomagolason
lathat6é szimbolumok jelentése / O6bsicHeHUe CUMBOJIOB Ha MAPKMPOBKAX YNaKoBKM

Refer to the outer package label to see which symbols apply to this product / Se référer a I'étiquette sur l'emballage
extérieur pour savoir quels symboles s'appliquent a ce produit / Welche Symbole firr dieses Produkt zutreffen,
entnehmen Sie bitte dem Etikett auf der Verpackung / Consulte la etiqueta del envase exterior para comprobar
qué simbolos son aplicables a este producto / Controleer het label op de buitenverpakking om te zien welke
symbolen op dit product van toepassing zijn / Vedere l'etichetta sulla confezione esterna per sapere quali simboli
si applicano al prodotto / Se pa etiketten utenpa pakningen for & fastsla hvilke symboler som gjelder for dette
produktet / Katso ulkopakkauksesta, mitk& symbolit koskevat tété tuotetta / Se etiketten pa ytterférpackningen for
de symboler som galler denna produkt / Avarpé€re oty eTikéTa Tng e€WTEPIKNG CUCKEUATIAS yia va Seite Trola
oupPoia agopolv autd To TPoIGV / Se maerkaten pa den ydre emballage for de symboler, der geelder for dette
produkt / Nalezy zapozna¢ sig z etykieta na zewnetrznym opakowaniu, aby okresli¢, ktére symbole dotycza
niniejszego produktu / Consulte as etiquetas exteriores da embalagem para ver que simbolos se aplicam a este
produto / Hangi sembollerin bu rlin igin gegerli oldugunu gérmek igin ambalaj etiketine bagvurun / Podle &titk(i na
vnéjsi strané baleni zjistite, které symboly se tykaji tohoto produktu / A termékre vonatkozé szimbdlumok a kulsé
csomagolason talalhatéak / Cm. Ha ynakoBke, kakue CUMBOIIbI PUMEHMMbI K AaHHOMY U3AENo

Conformité Européenne (European Conformity). This symbol means that the device fully
complies with European Council Directive 93/42/EEC. / Conformité Européenne. Ce
symbole signifie que I'appareil est entiérement conforme a la Directive

europeenne 93/42/CEE du Conseil de I'Union Européenne. / Conformité Européenne
(Européische Konformitat). Dieses Symbol besagt, dass das Gerat allen Vorschriften der
Richtlinie 93/42/EWG des Europaischen Rates entspricht. / Conformité Européenne
(Conformidad Europea). Este simbolo indica que el dispositivo cumple totalmente la
Directiva del Consejo Europeo 93/42/CEE. / Conformité Européenne (Europese
Conformiteit). Dit symbool betekent dat het apparaat volledig voldoet aan de Europese
Richtlijn 93/42/EEG. / Conformité Européenne (Conformita Europea). Questo simbolo
indica che I'apparecchio & conforme alla Direttiva del Consiglio Europeo 93/42/CEE. /
Conformité Européenne (samsvar med europeisk standard). Dette symbolet betyr at
utstyret er fullstendig i samsvar med EU-direktiv 93/42/E@F. / Conformité Européenne
(eurooppalainen vaatimustenmukaisuus). Tama symboli tarkoittaa, ett laite on kokonaan
Euroopan unionin neuvoston direktiivin 93/42/ETY mukainen. / Conformité Européenne
(Europeisk Standard). Denna symbol betyder att utrustningen helt féljer Radets direktiv
93/42/EEG. / Conformité Européenne (Eupwrraikf Zuppépewan). To aluBoAo autd
onpaivel 6T N CUCKEUN CUHHOPQWVETAI TIApWS He TV odnyia Tou EupwTraikou
ZupBouAiou 93/42/EOK. / Conformité Européenne (Europaeisk Standard). Dette symbol
betyder, at enheden fuldt ud overholder det Europeeiske Rads direktiv 93/42/EQF. /
Conformité Européenne (Zgodnos$¢ z normami Unii Europejskiej). Symbol ten oznacza, ze
produkt spetnia wszystkie wymogi dyrektywy Unii Europejskiej 93/42/EWG. / Conformité
Européenne (Conformidade Europeia). Este simbolo significa que o dispositivo estad em
total conformidade com a Directiva do Conselho Europeu 93/42/CEE. / Conformité
Européenne (Avrupa Normlarina Uyguniuk). Bu sembol, cihazin Avrupa Konseyi Direktifi
93/42/EEC ile tamamen uyumlu oldugu anlamina gelir. / Conformité Européenne (Shoda
s EU). Tento symbol znamena, Ze toto zafizeni zcela spliiuje pozadavky evropského
nafizeni 93/42/EEC. / Conformité Européenne (Megfelel az eurépai szabvanyoknak). Ez
a szimbolum azt jelenti, hogy az eszkéz teljes mértékben megfelel az Eurdpai Tanacs
93/42/EGK szam irdnyelvének. / Conformité Européenne (EBponeiickoe cooTeeTcTame).
3TOT cMMBON 0603HaYaeT, YTO YCTPOWCTBO MOMHOCTBIO COOTBETCTBYET TPeBOBaHNAM
ovpektvsbl EBponeiickoro CoseTa 93/42/EEC.

Nonpyrogenic / Apyrogene / Pyrogenfrei / Apirogeno / Niet-pyrogeen / Non pirogeno / Ikke-
pyrogent / Pyrogeeniton / Icke-pyrogen / Mn trupetoyévo / Non-pyrogen / Produkt
niepirogenny / Nao pirogénico / Non Pirojenik / Nepyrogenni / Nem pirogén / AnvporeHHo
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Sterilized Using Ethylene Oxide / Stérilisation par oxyde d'éthyléne / Mit Ethylenoxid
sterilisiert / Esterilizado mediante 6xido de etileno / Gesteriliseerd met ethyleenoxide /
Sterilizzato con ossido di etilene / Sterilisert ved etylenoksid / Steriloitu etyleenioksidilla /
Steriliserad med etylenoxid / ArooTteipwpévo pe xprion aiBuhevogeidiou / Steriliseret med
setylenoxid / Produkt sterylizowany tlenkiem etylenu / Esterilizado com éxido de etileno /
Etilen Oksit ile Sterilize Edilmistir / Sterilizovano etylenoxidem / Etilén-oxiddal sterilizalva /
CTepununsoBaHo 3TUIIEHOKCUAOM

Do Not Reuse / Ne pas réutiliser / Nicht wiederverwenden / No reutilizar / Voor éénmalig
gebruik / Non riutilizzare / Bare for engangsbruk / Kertakayttdinen / Far inte ateranvéandas /
Mnv eravaypnoipotroieite / Ma ikke genbruges / Produkt do jednorazowego zastosowania /
Nao reutilizar / Yeniden Kullanmayin / Nepouzivat opakované / Kizarélag egyszeri
hasznalatra / He ncnonssoeatb NoBTOPHO

Use By / A utiliser jusqu'au / Zu verwenden bis einschliefllich / No utilizar después de / Te
gebruiken tot en met / Utilizzare entro / Siste forbruksdato / Viimeinen kayttdpaiva / Far
anvéandas till och med / Huepopnvia Aij€ng / Kan anvendes til og med / Data waznosci /
Néo utilizar depois de / Son Kullanma Tarihi / Datum pouZitelnosti / Lejarat / Ucnonb3osate
no

Do Not Resterilize / Ne pas restériliser / Nicht resterilisieren / No reesterilizar / Niet
hersteriliseren / Non risterilizzare / Skal ikke steriliseres pa nytt / Ei saa uudelleensteriloida /
Far inte omsteriliseras / Mnv eravarrooteipwvete / Ma ikke re-steriliseres / Nie nalezy
resterylizowac¢ / Ndo reesterilizar / Yeniden Sterilize Etmeyin / Neprovadét resterilizaci /
Nem Ujrasterilizalhaté / He crepunusoeaTh NoBTOpHO

Lot Number / Numéro de lot / Chargennummer / Nimero de lote / Partijinummer / Numero
di lotto / Lotnummer / Erdnumero / Lotnummer / ApiBuég rapridag / Partinummer / Numer
partii / Ntimero de lote / Lot Numarasi / Cislo $arze / Tételszam / Homep napTun

Quantity / Quantité / Menge / Cantidad / Aantal / Quantita / Antall / Maara / Méngd /
Moodtnta / Antal / llo$é / Quantidade / Miktar / MnoZstvi / Mennyiség / Konuuecteo

Caution, Consult Accompanying Documents / Attention, se référer aux documents joints /
Achtung, Begleitdokumentation beachten / Precaucion, consulte la documentacion que se
incluye / Let op, zie bijgevoegde documentatie / Attenzione, vedere i documenti allegati /
Obs! Se medfalgende dokumenter / Huomio, katso oheiset asiakirjat / OBS! Se
medféljande dokument / Mpoooxrj, cupBouAeuTEiTE TO CUVODEUTIKG £yypaga / Forsigtig! Se
medfglgende dokumentation / Przestroga: Nalezy zapozna¢ sie z dotaczong
dokumentacjg / Atencdo, consulte os documentos anexos / Dikkat, Urtinle Birlikte Verilen
Belgelere Bakin / Upozornéni, viz pfiloZzena dokumentace / Figyelem! Tanulmanyozza a
mellékelt dokumentumokat / Buumanue! O3HakoMbTeChb C CONPOBOAUTENBHON
[OKyMeHTauuen

For US Audiences Only / Ne s'applique qu'aux Etats-Unis / Gilt nur fur Leser in den USA /
Sélo aplicable en EE. UU. / Alleen van toepassing voor de VS / Esclusivamente per il
mercato statunitense / Gjelder bare i USA / Koskee vain Yhdysvaltoja / Géller endast i
USA / Mévo yia reAdreg evidg Twv H.IMLA. / Geelder kun i USA / Dotyczy tylko klientow. w
USA / Apenas aplicavel aos E.U.A. / Yalnizca ABD'deki Kullanicilar Igin / Pouze pro
uzivatele z USA / Csak egyestult allamokbeli felhasznaloknak / Tonbko ana CLUA

Upper Limit of Temperature / Limite maximale de la température / Obere
Temperaturgrenze / Limite superior de la temperatura / Maximale temperatuur / Limite
superiore di temperatura / @vre temperaturgrense / Lampaétilan ylaraja / Ovre
temperaturgréns / Aviwtaro 6pio Beppokpaciag / Hajeste tilladte temperatur / Gérna granica
dopuszczalnej temperatury / Limite maximo de temperatura / Ust Sicaklik Siniri / Horni limit
teploty / Legmagasabb tarolasi hémérséklet / TemnepaTtypa He Bbilue
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1. Umbilical tape / Bande ombilicale / Versorgungsband / Cinta umbilical / Navelstrengband /
Nastro ombelicale / Navlestrengstape / Napanuoranauha / Kérlband / OugdAia taivia /
Umbilicalband / Tasma chirurgiczna / Fita umbilical / Umbilikal bant / Pupeé&nikova paska /
Kéldokszalag / KpoBoocTaHaBnvBatoLmnm XryT

2. Plastic snare / Anse en plastique / Kunststoffschlinge / Lazo de plastico / Plastic klem / Ansa
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Tourniquet Kit

Product Description
The tube-style tourniquets are plastic color-coded tubes packaged with a wire snare. The tourniquet tubes are
color coded: red for arterial; blue for venous; and clear, bronze, or white radiopaque for caval use.

The TourniKwik™ style tourniquets are bronze tubes with a quick-tie device for securing the suture. They are also
packaged with wire snares.

The Sure-Snare™ and plug-style tourniquets consist of a bronze tourniquet tube with an attached plug device for
securing the umbilical tape or suture strands. Two plastic snares and two umbilical tapes are provided with the
Sure-Snare™ style tourniquet. A wire snare is provided with the plug-style tourniquet.

Sterile, nonpyrogenic, single use.

Indications for Use

These products are intended for securing cardiopulmonary bypass cannulae used during cardiopulmonary bypass
surgery.

Contraindications

These devices are not intended for use except as indicated above. The tube, TourniKwik™, and plug styles should
not be used for securing caval tapes.

Precautions

Note: Proper surgical procedures and techniques are the responsibility of the medical professional. The described
procedure is furnished for information purposes only. Surgeons must evaluate the appropriateness of the
procedure based on their own medical training and experience, and the type of surgical procedure.

These tourniquets and snares are designed and intended for single use only: DO NOT REUSE.

Adverse Effects
None known.

Instructions for Use
1. Inspect the package and product for damage and expiration date. If undamaged and unexpired, open the
package and transfer the product onto the sterile field utilizing an aseptic technique.

2. Slide the snare through a tourniquet tube. Place the purse string suture ends through the hook of the snare.
Pull the snare with the suture strands in the hook of the snare back through the tourniquet tube.

3. Pullthe suture taut and clamp the tourniquet with a hemostat (tube style), or wrap the sutures around the knob
twice (TourniKwik™ style) and pull through grooves, or secure by pushing the plug into the end of the tube
(Sure-Snare™ and plug styles).

4. Tie a holding suture around the tourniquet tube and the cannula to keep the cannula in place.

5. To remove the cannula, cut the holding suture from around the tourniquet tube and cannula, unclamp the
tourniquet, and pull the tourniquet tube off the purse string suture strands.

6. Remove the cannula and tie the purse string.

The following disclaimer of warranty applies to United States customers only:
Disclaimer of Warranty

ALTHOUGH THE TOURNIQUET KIT, HEREAFTER REFERRED TO AS “PRODUCT” HAS BEEN
MANUFACTURED UNDER CAREFULLY CONTROLLED CONDITIONS, MEDTRONIC HAS NO CONTROL
OVER THE CONDITIONS UNDER WHICH THIS PRODUCT IS USED. MEDTRONIC, THEREFORE DISCLAIMS
ALL WARRANTIES, BOTH EXPRESS AND IMPLIED, WITH RESPECT TO THE PRODUCT, INCLUDING, BUT
NOT LIMITED TO, ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. MEDTRONIC SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY FOR ANY MEDICAL
EXPENSES OR ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL DAMAGES CAUSED BY ANY USE,
DEFECT, FAILURE OR MALFUNCTION OF THE PRODUCT, WHETHER A CLAIM FOR SUCH DAMAGES IS
BASED UPON WARRANTY, CONTRACT, TORT OR OTHERWISE. NO PERSON HAS ANY AUTHORITY TO
BIND MEDTRONIC TO ANY REPRESENTATION OR WARRANTY WITH RESPECT TO THE PRODUCT.

The exclusions and limitations set out above are not intended to, and should not be construed so as to, contravene
mandatory provisions of applicable law. If any part or term of this Disclaimer of Warranty is held to be illegal,
unenforceable or in conflict with applicable law, by a court of competent jurisdiction, the validity of the remaining
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portions of this Disclaimer of Warranty shall not be affected, and all rights and obligations shall be construed and
enforced as if this Disclaimer of Warranty did not contain the particular part or term held to be invalid.

The following disclaimer of warranty applies to customers outside the United States:

Disclaimer of Warranty

ALTHOUGH THE TOURNIQUET KIT, HEREAFTER REFERRED TO AS “PRODUCT” HAS BEEN CAREFULLY
DESIGNED, MANUFACTURED AND TESTED PRIOR TO SALE, THE PRODUCT MAY FAIL TO PERFORMITS
INTENDED FUNCTION SATISFACTORILY FOR A VARIETY OF REASONS. THE WARNINGS CONTAINED IN
THE PRODUCT LABELING PROVIDE MORE DETAILED INFORMATION AND ARE CONSIDERED AN
INTEGRAL PART OF THIS DISCLAIMER OF WARRANTY. MEDTRONIC, THEREFORE, DISCLAIMS ALL
WARRANTIES, BOTH EXPRESS AND IMPLIED, WITH RESPECT TO THE PRODUCT. MEDTRONIC SHALL
NOT BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL DAMAGES CAUSED BY ANY USE, DEFECT,
OR FAILURE OF THE PRODUCT, WHETHER THE CLAIM IS BASED ON WARRANTY, CONTRACT, TORT
OR OTHERWISE.

The exclusions and limitations set out above are not intended to, and should not be construed so as to, contravene
mandatory provisions of applicable law. If any part or term of this Disclaimer of Warranty is held by any court of
competent jurisdiction to be illegal, unenforceable or in conflict with applicable law, the validity of the remaining
portion of the Disclaimer of Warranty shall not be affected, and all rights and obligations shall be construed and
enforced as if this Disclaimer of Warranty did not contain the particular part or term held to be invalid.
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