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Indications: For patient temperature management by trained caregivers only.
Contraindications: Do not leave patient with poor perfusion unmonitored during extended
 procedures. Patients at greatest risk are those unconscious, on extended
 therapy, diabetics, children, and totally immobile patients. Presence of water or
 gel on the head wrap with the unit not operating may cool the patient.
Cautions: 1.  Do not apply wrap too tightly. Use care when fitting to forehead and neck. 
  Be sure to activate unit and leave on before fitting to patient. The pad will 
  become tighter on patient if it is filled after being fitted.
 2. Be sure to check position of pad to ensure that the ears are not in contact 
  with the pad.
 3. Check skin conditions frequently, due to individual differences in sensitivity 
  and susceptibility to injury from cold. Patients at greatest risk are those
  unconscious or incapacitated, persons on prolonged therapy, diabetics, 
  children, persons with insensitive skin areas or poor circulation.
 4. Federal (USA) Law restricts this device to sale by or on the order of a 
  physician.
Warnings: 1. Do not use on children under the age of 12 without doctor’s supervision.
 2. Do not cover ears with this product.
 3. Do not use on an unconscious person without doctor’s supervision.
 4. Use of this product may cause the following:
   a. Drowsiness or fatigue
   b. Uncontrolled sleepiness
   c. Slowed reactions
   d. Initial cold discomfort sensations
   e. Skin irritation or redness
   f.  Blurred vision
   g. Dizziness
   h. Thermal injury
 5. Do not wrap tightly enough to restrict blood flow.
 6. Do not use pins or other sharp objects to secure wrap or hoses. Do not 
  allow wrap or hoses to come in contact with any sharp objects.
 7. Do not use the device distal to arterial cross clamping. Non-observance
  can lead to thermal injury.
 8. Hazard of patient injury. Thermal injury may occur if heating/cooling
  therapy is applied to ischemic limbs.
 9. This disposable device is intended for single patient use only. Reuse may
  result in biocontamination or cross-infection.

7.   Brug ikke enheden distalt for arteriel krydsfastspænding. 
Manglende overholdelse kan resultere i varmeskade. 

9.   Dette engangsudstyr er kun beregnet til brug på én 
patient. Genbrug kan forårsage biokontaminering eller 
krydsinfektion.

7.   Använd inte enheten distalt mot aortaklämmor. 
Underlåtenhet att iaktta dessa råd kan leda till värmeska-
da.

9.   Denna enhet för engångsbruk får endast användas på en 
patient. Återanvändning kan leda till biokontaminering 
eller korsinfektion.

7.   Ikke bruk enheten distalt til arterieklemmer. Manglende 
overhold kan føre til brannskader.

9.   Engangsenheten skal kun brukes til én enkelt pasient. 
Gjenbruk kan føre til biologisk kontaminasjon eller 
kryssinfeksjon.

7.   機器末梢部を、動脈系遮断に使用しないでください。遵守し
なかった場合、熱傷が発生することがあります。

9.   この使い捨てデバイスは、患者毎の使い捨てです。再利用は
生物汚染や交叉感染の原因となる可能性があります。

7.   Välinettä ei saa käyttää aortan ristipuristuksen 
distaalipuolella. Seurannan laiminlyönnistä voi olla 
seurauksena palovamma.

9.   Tämä kertakäyttöinen laite on tarkoitettu vain 
potilaskohtaiseen käyttöön. Uudelleenkäyttö voi johtaa 
biokontaminaatioon tai risti-infektioon.
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7.   Gebruik het hulpmiddel niet distaal van de arteriële 
kruisklem. Anders kan thermisch letsel ontstaan.  

9.  Dit wegwerphulpmiddel is uitsluitend bedoeld voor gebruik 
bij één patiënt. Hergebruik kan leiden tot biocontaminatie 
of kruisbesmetting. 

7.  Ne pas utiliser le dispositif en aval d'un clampage artériel. 
Des lésions par effet thermique pourraient s'ensuivre.

9. Ce produit jetable est à usage unique pour un seul patient. 
Toute réutilisation entraîne des risques de bio-contamina-
tion ou d’infection croisée.

7.  Gerät nicht distal zum Abklemmen von Arterien 
verwenden. Nichtbeachtung kann zu thermischen 
Schäden führen.

9.  Dieses Einweggerät ist nur für den Gebrauch durch einen 
einzelnen Patienten vorgesehen. Wiederverwendung kann 
zu Biokontamination und Kreuzinfektionen führen.

7.  No use el dispositivo en posición distal a pinzamiento 
transversal de la aorta. Si no se respeta esta advertencia 
pueden ocurrir lesiones térmicas.

9.  Este dispositivo desechable se debe usar solo en un 
paciente. Si se vuelve a usar puede haber biocontami-
nación o infección cruzada.

7.  Non utilizzare il dispositivo distalmente al clampaggio 
arterioso incrociato. L'inosservanza di questa avvertenza 
può causare lesioni termiche.

9.  Questo dispositivo monouso è destinato esclusivamente 
all'uso per un singolo paziente. Il suo riutilizzo può causare 
biocontaminazione o infezione crociata.

7.  Μη χρησιμοποιείτε τη συσκευή περιφερικά κατά τη 
διάρκεια επεμβάσεων με αποκλεισμό αορτής. Η μη τήρηση 
μπορεί να οδηγήσει σε θερμική κάκωση.

9.  Αυτή η αναλώσιμη συσκευή προορίζεται για χρήση σε 
έναν ασθενή μόνο. Η επαναχρησιμοποίηση μπορεί να 
προκαλέσει βιομόλυνση ή ετερολοίμωξη.

7.  Não utilize o equipamento distal para clampagem arterial 
cruzada. A não observância das instruções pode levar a 
danos térmicos.

9.  Este dispositivo descartável destina-se a utilização única 
num doente. A reutilização pode resultar biocontaminação 
ou contágio de infeções.


