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DESCRIPTION

MATERIALS OF CONSTRUCTION

Product Component Details
Luer
Tube

INTENDED USE/INDICATIONS FOR USE

diagnostic operation in ENT procedures.

INTENDED USER

CONTRAINDICATIONS AND PATIENT SELECTION 
FACTORS

needs.

PATIENT POPULATION
No age restriction. As the devices were developed to support suction 
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as needing suction during an ENT or General Surgery procedure.

WARNINGS AND PRECAUTIONS
• Device is single use only.
• 

not sterilise or re-use.
• 

• 

• 
irrigation uses.

• 

• 
device is in use.

• 
• 

• 

SHELF LIFE AND STERILITY
• 

• 

• 
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STORAGE AND HANDLING
• 

• 

• 

TRANSPORTATION

transportation.

POSSIBLE ADVERSE EFFECTS
• 

• 

• 
• 

OPERATING INSTRUCTIONS
1. 

2. Sinus Suction Handles are intended to be used with silicone tubing 
and an aspirator.

DEVICE DISPOSAL
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REPORTING PROBLEMS
• 

suspected serious incident has occurred.
• For patients in Australia please visit the Therapeutic Goods 
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DESCRIPCIÓN 

MATERIALES DE FABRICACIÓN
Componente del producto Detalles 
Luer
Tubo 

USO PREVISTO/INDICACIONES DE USO 
Los dispositivos para aspiración en senos paranasales están indicados 

diagnóstico. 

USUARIOS PREVISTOS 
ShapeLos dispositivos para aspiración en senos paranasales deben 

CONTRAINDICACIONES Y FACTORES DE SELECCIÓN 
DE PACIENTES 

las necesidades del paciente. 

POBLACIÓN DE PACIENTES 
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general.

ADVERTENCIAS Y PRECAUCIONES 
• Dispositivo de un solo uso. 
• 

• 

• 

• 
de aspiración; no es apropiado para irrigación. 

• 

• 
el dispositivo está en uso. 

• 
• 

los riesgos. 
• 

VIDA ÚTIL Y ESTERILIDAD 
• 

 

• 
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• 

ALMACENAMIENTO Y MANIPULACIÓN 
• 

• 

• 

TRANSPORTE 

POSIBLES EFECTOS ADVERSOS 
• 

• 

• 

• 

INSTRUCCIONES DE USO 
1. 

2. 
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ELIMINACIÓN DEL DISPOSITIVO 

COMUNICACIÓN DE PROBLEMAS 
• 

incidente. 
• 
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DESCRIZIONE 

MATERIALI COSTITUTIVI
Componente del prodotto Dettaglio 
Luer
Tubo 

USO PREVISTO / INDICAZIONI PER L’USO 

diagnostico nelle procedure otorinolaringoiatriche. 

UTILIZZATORE PREVISTO 

CONTROINDICAZIONI E FATTORI PER LA 
SELEZIONE DEI PAZIENTI 

POPOLAZIONE DI PAZIENTI 

otorinolaringoiatria o di chirurgia generale. 
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AVVERTENZE E PRECAUZIONI 
• 
• 

• 

• 

• 

• 

• 
l’uso del dispositivo. 

• 
• 

• 

DURATA DI CONSERVAZIONE E STERILITÀ 
• 

   sull’etichetta. 

• 

• 

CONSERVAZIONE E MANIPOLAZIONE 
• 
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• 

• 

TRASPORTO 

POSSIBILI EFFETTI AVVERSI 
• 

• 

• 
• 

il dispositivo.

ISTRUZIONI OPERATIVE 
1. 

2. 
in silicone e un aspiratore.

SMALTIMENTO DEL DISPOSITIVO 
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 SEGNALAZIONE DEI PROBLEMI 
• 

• 
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BESCHREIBUNG 

MATERIALZUSAMMENSETZUNG
Bestandteil Material 
Luer
Rohr 

VERWENDUNGSZWECK/ANWENDUNGSGEBIET 

 
ANWENDERZIELGRUPPE 

wurde. 

KONTRAINDIKATIONEN UND FAKTOREN FÜR DIE 
PATIENTENAUSWAHL 

PATIENTENPOPULATION 
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• WARNHINWEISE UND VORSICHTSMASSNAHMEN 
• 
• 

• 

• 

bevor Sie den Inhalt in das sterile Feld legen. 
• 

• 

• 

• 
• 

überwiegt. 
• 

HALTBARKEIT UND STERILITÄT 
• 

 

• 
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• 

LAGERUNG UND HANDHABUNG 
• 

• 

• 

TRANSPORT 

erhalten bleibt.

MÖGLICHE NEBENWIRKUNGEN 
• 

• 

• 

• 

BEDIENUNGSANLEITUNG 
1. 
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gearbeitet werden. 
2. 

ENTSORGUNG 

MELDUNG VON SCHWERWIEGENDEN 
VORKOMMNISSEN 
• 

• 
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DESCRIPTION 

MATÉRIAUX DE FABRICATION
Composant du produit Détails 
Luer
Tube 

UTILISATION PRÉVUE/INDICATIONS D’UTILISATION 

UTILISATEUR PRÉVU 

CONTRE-INDICATIONS ET FACTEURS DE SÉLECTION 
DES PATIENT(E)S 

POPULATION DE PATIENT(E)S 
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AVERTISSEMENTS ET PRÉCAUTIONS 
• 
• 

• 

• 

du sachet. 
• 

• 

• 

• 
• 

• 

DURÉE DE CONSERVATION ET STÉRILITÉ 
• 

• 

• 
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CONSERVATION ET MANIPULATION 
• 

• 

• 

TRANSPORT 

EFFETS INDÉSIRABLES POSSIBLES 
• 

• 

• 
aussi se produire. 

• 

MODE D’EMPLOI 
1. 

2. 
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ÉLIMINATION DU DISPOSITIF 

SIGNALEMENT DE PROBLÈMES 
• 

• 

gov.au.
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-

-

-
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-

-

-

-

-

-

-
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Emergo Europe

6827 AT Arnhem 
(31)(0)70345-8570
emergovigilance@
ul.com

MedEnvoy Switzerland
Gotthardstrasse 28 
6302 Zug
Switzerland 
(41)415620142
CH-REP@medenvoyglobal.com

Summit Medical LLC
815 Vikings Parkway, Suite 100
St. Paul, MN 55121 | USA
P: 1-888-229-2875 | +1 651-789-3939
F: 1-888-229-1941 | +1 651-789-3979
www.summitmedicalusa.com

SUMMIT MEDICAL™ BY

DTR MEDICAL  BY

DTR Medical Ltd, 17 Clarion Court, 
Clarion Court Enterprise Park, 
Swansea, SA6 8RF, UK
T: +44(0) 1792 797910
www.dtrmedical.com


