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GB - Caution: US Federal law restricts this device to sale by or on the order of a physician

DE -Vorsicht: Nach dem US-amerikanischen Bundesgesetz darf dieses Medizinprodukt nur
von medizinischen Fachkreisen oder auf Anordnung dieser gekauft werden.

DK - Forsigtig: Ifalge amerikansk lov ma denne anordning kun slges af en lzge eller efter

leegeordination

ES - Advertencia: |a legislacién federal de EE. UU. establece la restriccidn de que este
dispositivo debe venderse solo a médicos o por orden de estos,

FI - Varoitus: Yhdysvaltain liittovaltion lain mukaan tits laitetta saa myyda vain ld&kari tai

ldakarin madrayksesta.

FR - Avertissement : la loi fédérale américaine limite la vente et I'utilisation aux médecins

ou & la demande d'un médedn

IT - Attenzione: la legge federale degli Stati Uniti d'America limita la vendita di questo
dispositivo ai medici o su prescrizione del medice

ML - Waarschuwing: Volgens de Amerikaanse Federale wetgeving is verkoop en gebruik
van dit apparaat uitsluitend toegestaan door of op voorschrift van een arts.

MO - Forsiktig: | henhold til faderale lover | USA skal dette utstyret bare selges av lege eller

etter ordinasjon fra lege

PT - Cuidade: A Legislagao Federal dos EUA restringe 2 venda deste dispositivo a médicos

ou mediante prescrigdo méadica.

SV - Farsiktighet: | USA fAr enligt federal lag denna produkt endast forsljas av [dkare eller

enligt l&kares ordination
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GB - Do not resterilise

DE - Nicht erneut sterilisieren
DK - M3 ikhe resteriliseres

ES - Mo reesterilizar

Fl - Ei saa steriloida uudelleen
FR - Ne pas restériliser

IT - Man risterilizzare

ML - Niet opnieuw steriliseren
MO - Skal ikke resteriliseres
PT - Mao voltar a esterilizar
SV - Far ej dtersteriliseras
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GB - Sterile barrier system

DE - Steriles Barrieresystern
DK - Sterilbarrieresystem

ES - Sisterna de barrera estéril
F1- Steriili sulkujarjestelma

ER - Systémne de barriére sterile
IT - Sistemna di barriera sterile
ML - Steriel barriéresysteem
WO - Sterilt barrieresystem
PT - Sistermna de barreira estéril
SV - Sterilbarridrsystem

GB - Medical Device

DE - Medizinprodukt
DK - Medicinsk wdstyr
ES - Dispositivo medico
FI - Lagkinndllinen laite
FR - Dispositif médical

IT - Dispaositive medico
ML - Medisch instrurnent
NO - Medisinsk utstyr
PT - Dispositivo medico
SV - Medicinteknisk produkt

GB - Unique Device identifier

DE - Eindeutige Medizinprodukt-Kennung
DK - Unik udstyrsidentifikator

ES - Identificador unico del dispositive
Fi - Yksildiva laitetunniste

FR - Identifiant unique du dispositif

IT - Identificatore univeco del dispositivo
ML - Unieke apparaat-identificatiecode
NO - Utstyrets unike identitet

PT - Identificador de dispositive Unico
SV - Unik produktidentifiering



GB - Instructions for Use

Description

The Network Aspirating Suction Tubes and Fine Ends are ‘single use only’
tubes designed essentially for ENT applications and can be attached to all
commonly available suction systems found in ENT theatres and Out Patient
Departments.

The yankauer is a tool used to suction oropharyngeal secretions in order to
prevent asphyxiation. A yankauer can also be used to clear operative sites
during general surgical procedures and the suctioned volume counted as
blood loss during surgery.

The tubes are supplied in a variety of diameters and angles pertinent to the
surgical application and can be further reduced in diameter down to 26G
(0.4mm) by the use of Fine End inserts.

Intended Use

Network Aspirating Suction Tubes and Fine Ends are designed particularly
for ENT applications when excess fluids and debris need to be removed
from the surgical site.

The tubes can be attached directly to any standard suction system
commonly found in an ENT theatre or Out-Patient Departments. The
aspiration tubes attach directly to the suction handle of a standard suction

system and the fine end can reduce further the diameter of any standard
suction tube.

CAUTIONS:

+  This device is supplied STERILE and ready to use.

The device is for SINGLE USE ONLY, Do NOT re-sterilise or re-use.

+ Do not use if the packaging has been opened or damaged.

+  This device is intended for use by trained medical persons possessing
the requisite skill and experience to use the device in accordance with
the prevailing standards of medical practice and in conjunction with
the instructions for this device.

+  The product comes into contact with bodily fluids, which can be
contaminated. Care should be taken in the handling and disposal of
the device after use to prevent contamination.

+  CAUTION: US Federal law restricts this device to sale by or on the order
of a physician

= This product contains nickel which may cause allergic reaction in
patients with sensitivity to nickel. Risk assess the use of the devices
in relation to the medical benefit of the procedure and take necessary

precautions with patients with known sensitivity to nickel. -
Suction tubing can obstruct when viscous or particulate materials
are suctioned, which has in some cases led to problems with airway
management.

Care should be taken that a tube with a sufficiently large diameter is
used to remove any particulate. If the tube becomes blacked it should’
be detached and discarded, or a stylet used to remove the debris.
The stylet should be passed through the whole length of the tube to
remove the debris.

There is a risk that aspiration during tympanostomy tube insertion can
cause tympanosclerosis

Incident Reporting

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

Sterilisation

The device is a SINGLE USE ONLY device supplied sterile and ready for
use. Sterilisation is by Ethylene Oxide (EO)

HAZARDS ASSOCIATED WITH THE RE-USE OF SINGLE USE
ONLY DEVICES:

1.

2,

Single use devices have not been validated for re-use.

If you re-use a device you may be held Legally Liable for the safe
performance.

Cross-contamination and infection risks to patients. Including
transmission of:

CJD & Variant CJD.

Prion Diseases.

Bacterial Endotoxins.

Hepatitis B & Hepatitis C.

Risks posed by HIV and AIDS

Device failure through material fatigue or degradation caused by initial
use and design:

Plastics: Can be weakened, warped or become brittle.

Metals; Can be damaged or subject to rusting.

Patient injury from device failure and/or chemical burns from residue
of decontamination agents absorbed into the materials.
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