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INSTRUCTIONS FOR USE

REF: AOT1, AO21

INTENDED USE AND DESCRIPTION

Airtraq SP is a video laryngoscope to facilitate intubation. It allows

visualization of the airway during intubation. It minimizes hyper

extension of the neck and permits intubating from virtually any

position. ET Tube is loaded into the lateral channel of the device

and when advanced it is guided towards the glottis of the patient.

It is a SINGLE USE medical device provided clean and ready to use.

To perform its purpose Airtraq SP must have attached fo its

proximal end, either

e its eyecup or

o the Wi-Fi Camera (Ref A-390) offered by the manufacturer,
attached after removing its eyecup, or

e an Endoscopic camera attached to the eyecup.

SIZES & OTHER DATA

l Reference A-011 A-021

l Size Regular Smaill

l Colour Blue Green

| For use with ETT sizes 70-85  |60-75
l Min. mouth opening 16 mm 15 mm

l Max. insertion portion width | 27.4 mm 26.6 mm
l Working Length 119.5 mm 115.1 mm
l Field of View Vertical 27° 27°

l Field of View Horizontal 32° 32°

l Direction of View Vertical 112° 112°

l Direction of View Horizontal | 12° 12°

The “Applied Part” of the device is its distal end.

USE INSIDE OF THE MRI ENVIRONMENT

This medical device was determined to be MR conditional
according to the terminology specified by ASTM Standard
Practice for Marking Medical Devices and Other ltems for Safety
in the Magnetic Resonance Environment.

The device can be used in the MRI environment according to the
following conditions:

o Static magnetic field of 3-Tesla or less
e Spatial gradient magnetic field of 720-Gauss/cm or less

IMPORTANT NOTE: The device is intended for use inside of the
MRI environment (e.g., in the MR system room). It will not be
utilized directly inside of the MR system (e.g., inside of the bore of
the scanner), during its operation (i.e., scanning). As such, the
assessment of magnetic field interactions for the device specifically
involved evaluations of translational attraction in relation to
exposure to a 3-Tesla MR system, only.

TECHNIQUE FOR USING THE AIRTRAQ SP

1. PREPARATION & TEST

e Select the appropriate size Airtraq SP based on the size ETT to be
used.

e Press orange switch to Turn On the light. Airtraq SP automatica-
[ly Turns On when attaching A390 Wi-Fi Camera.

¢ The anti-fog system is immediately activated upon switching
the light.

e Lubricate the ETT and place it into the lateral channel of the
Airtraq SP without contacting the lens.

o Align the tip of the ETT with the end of the lateral channel.

Il. AIRTRAQ SP PLACEMENT (Fig. 1)

e Insert the Airtraq SP info the
midline of the patient's mouth.
Take special care to avoid
pushing the tongue inside the
oropharynx.

e Before it reaches the vertical
plane, begin looking to identify
airway structures.

e Confinue insertion until the
epiglottis is identified. Place the
tip of the Airtraq SP in the
vallecula. Alternatively, the tip can
be placed under the epiglottis,
lifting it out of the way.

¢ Gently lift up the Airtraq SP to
expose the vocal cords.

IIl. ETT INSERTION (Fig. 2)

e Align the vocal cords in the
center of the visual field by
gently moving the tip of the
Airtraq SP as needed.

*Gently advance the ETT in the
lateral channel. If needed rotate
counterclockwise ET tube inside
the channel (corkscrew maneou-
ver). Check insertion depth.

eInflate the ETT cuff as normal and
check for proper positioning.

Slide midline

@ Do not insert too deep

Center glottis
Advance ETT

@ Lift gently

@ Twist Airtraq to center
vocal cords

@ Corkscrew ETT

IV. AIRTRAQ SP REMOVAL (Fig. 3)

e Separate the ETT from the
Airtraq SP by pulling it laterally
from the ETT, while holding the
ETT in position.

*Remove the Airtraq SP from the
patient’s airway following the
midline.

Remove midline

WARNINGS AND PRECAUTIONS

® Do not sterilize. Do not submerge in liquids.

® Do not incinerate unless batteries have been removed.
¢ Use only with non-flammable anesthetics.



IEC 60601-1 and IEC 60601-1-2 NOTICES AND WARNINGS USER ASSISTANCE INFORMATION

1. Applied Part of this device is BF type. It is ordinary equipment, not Instructions for use are available online at
intended for use with flammable agents, continuous operation. https:/ /www.airtrag.com/IFU
2. According to IEC 60601 Standard, Airtraq laryngoscope with Visit www.airtraq.com for further advice on using this device
A-390 together comprise a Medical Electrical System. It Any serious incident that occurs in relation to this device should be
complies with requirements regarding  Electromagnetic reported to the manufacturer and the competent Health Authority
Compatibility. Detailed results of Emissions and Immunity Tests in which the user and/or patient is established. For communication
are available from the manufacturer. with manufacturer, please email user.assistance @airtraq.com, or:
3. This equipment is intended for use by healthcare professionals 1. Contact directly with Manufacturer at its address or by phone:
only. Portable and mobile RF communication equipment may USA & Canada:  +1877-624-7929
affect its performance. When using the device please avoid EU & Other: +34944804690
strong electromagnetic interferences. 2. Contact Manufacturer’s Representative for your area (details
4. This device is classified for protection against electric shock as below) or

Internally Powered Equipment. It is powered by one 1.5 V
(AAA) Alkaline battery.
5. Temperature around the blade tip of the device may occasio- wal PRODOL MEDITEC LIMITED & EUROPE @

3. Contact your Local Distributor

nally exceed 41°C due to heat generated by the LED. Risk of 1/F 4/F Block C, PRODOL MEDITEC S.A.
harm for the patient is minimal because the LED does not No. 18, 7th Science Ave., Muelle Tomas Olavarri 5, 3°
contact with the patient directly, and the device is in contact Zhuhai, Guangdong, 48930 Las Arenas. SPAIN
with the patient for a short time. 519085 China

6. If unit does not light or its performance is deteriorated, USA & Canada Representative:
substitute it by a new one or use other available airway UK Responsible Person: D. A. Daniel
management device. Advena 2414 Lawton Ln.

7. Before using the device, check that the surface to be inserted Pure Offices, Plato Close, Rowlett, TX 75089, USA
into the patient does not have marks or sharp edges which Tachbrook Park,
may cause harm to a patient. Warwick, CV34 6WE, UK

BATTERY CHARACTERISTICS Airtraq is a registered trademark.

Each Airtraq SP is equipped with one AAA Alkaline battery that [=]

provides 1.5 volts.
Battery cover shall only be manipulated for device disposal. Rx Only
In case the device is used ONLY ON MANIKINS for training, then www.airtrag.com/ifu

=
its battery can be replaced. N
STORAGE, TRANSPORT, SHELF LIFE AND SERVICE LIFE @ R @

The Airtraq SP should not be used, stored or transported at
temperatures below -5°C/23°F or over 55°C/131°F. The relative I L, /l/ B ’Imma

humidity must be between 10% and 95%. The air pressure must T
Airtraq SP shelf life is limited to the expiration date.
SYMBOL ~ SYMBOLMEANING ~ SYMBOL ~SYMBOLMEANING ~ SYMBOL ~ SYMBOL MEANING

X! )

not exceed 500 to 1060 hPa.
Airtraq SP service life is only limited by battery capacity, which is CE [H[ UK
enough to guarantee at least two hours of service. cA

DISPOSAL
To dispose the Airtraq SP once it has been used: GLOSSARY OF SYMBOLS

® Remove the battery cover by pushing up its clip and pulling the

cover away from the main body. l Reference ‘ Number ‘ Legal
. . . f Unit; Manufact
 Remove the batteries from the Airtraq SP and place them in an Nomber o “ anutadorer
appropriate battery recycling container (dispose of them Batch code Manufacturing || U0 [ ey dat
. : . .. . S y date
according to established recycling policies). The batteries are &I Dote -
classified as non hazardous waste material and comply with Q;Te"sgfgivein | Medical
European Directive WEEE. However, the manufacturer felee the European @ mporter device
recommends separating them from standard trash. Erocile. bored) @ Follow the
. . . . ragile, handle B :
o Discard the Airtraq SP as any other potentially contaminated waste. l I with care [W/ {nsiructions l ® Do not re-use
MANUFACTURER’S WARRANTY - Jrerperature | Homidiy C-~[ Amospheric
. . ) ) emp a limitation @ Pressure
The manufacturer warrants the Airtraq SP against fqulty materials - imit. = & Limitation
or manufacturing defects for only one use or until the expiration Not Made ., [Keep Dry / Federd) Ef’j}e‘}',f
date, whichever comes first, provided that the Airtraq SP is used in @ with Natural Profect from || Rx Only s ceyice o sl by
¥ i ' ! ! Rubber Latex moisture hyscian
accordance with the procedures set forth in these instructions. This CE Mark, EAC Mark UKCA Mark
Warranty is applicable only if the device is purchased from an lce EUFO ean l [H[ EUfﬂfSiGn, ‘ EE UK Conformity
authorized distributor. ontormily Don O:m"y‘( Assessmont
This device has not been designed to be cleaned or sterilized. Use [ n This side up ‘ @ chrl:gg:s? [ Distributor
beyond this recommendation may generate serious consequences damaged
in the product’s performonce and will void the Airtraq SP's @ %i"ﬁ;‘é’f flecton Type BF |ﬁ Australian
warranty. The manufacturer disclaims all other warranties, 22 |dgredland applied part L sponsor
whether expressed or implied, including, without limitation, the Magnefic )
i plied, in , : , Box/pack
warranties of merchantability or fitness for a particular use. l [hatrived! l @ |r§cxy§|’§§|§g'"g




