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Instructions For Use
Flowstar Double Nasal Hood End-Tidal CO, Adapter

Contact with the manufacturer: Manufactured for/ Distributed by:
Baldus Sedation GmbH & Co. KG > Air Techniques, Inc.
In der Langfuhr 32 “ 1295 Walt Whitman Road
56170 Bendorf — Germany g Melville, New York 11747 — 3062

Phone: 800-247-8324
Fax: 888-247-848
www.baldus-sedation.de www.airtechnigues.com
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1 Introduction
1.1 Indications for use

The Double Nasal Hood End-Tidal CO, Adapter is to be used during a combination sedation
of NoO, O2 and a combination drug e.g. Midazolam to give the possibility to connect a
capnography device to it. This device shall measure the etCO; curve of the patient exhaled
gases.

1.2 Intended use

To be used in nitrous-oxide-oxygen sedation systems.

1.3 Product presentation

Figure 1 shows the Double Nasal Hood End-Tidal CO2 Adapter. One of the Nasal hood
connectors of the Double Nasal Hood Scavenging circuit in Figure 2 is replaced by Double
Nasal Hood End-Tidal CO, Adapter.

Figure 1: Double Nasal Hood d-fidél CO2 AEJ'apter

Figure 2: Nasal Hood Connector

1.4 Contraindications and adverse reactions

Please see the FLOWSTAR ANALOG MIXER FLOWMETER 50 %, 70 % Instructions for use
section 3 Indications, contraindications and adverse reactions and refer to the adverse
reactions and contraindications of the combination drug. Please consider possible
interactions between N20, O2 and the combination drug. Follow the instructions given to you
during the licensing course.
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2 Installation

2.1 Correct Assembling of the Double Nasal Hood End-Tidal CO. Adapter to
the Double Hood Scavenging Circuit

Take the Double Nasal Hood End-Tidal
CO. Adapter and an Air Techniques
Double Nasal Hood.

Attach the Double Nasal Hood End-Tidal
CO2 Adapter to the left or right side of
the “Air Techniques” Double Nasal Hood
by plugging in the tube towards the
nasal hood. Please beware the
diameters of the nasal hood and adapter
lumen.

Plug in the Nasal Hood Connector to the
other side of the outer hood.
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Check that the hose of the Double Nasal
Hood End-Tidal CO, Adapter is inside
the inner mask, see picture on the left

Connect one of the two double hoods to
the Nasal hood connector and one to
the Double Nasal Hood End-Tidal CO;
Adapter

Please connect a capnography device to
the Double Nasal Hood End-Tidal CO,
Adapter via male-to-male Luer Lock.

The capnography device must be connected via Luer
Lock tube to the Double Nasal Hood End-Tidal CO-
Adapter. The picture shows the device with a
connected capnograph as example.

The correct connection of the Double Nasal Hood
End-Tidal CO2 Adapter, the Air Techniques Double
Hood Scavenging Circuit and the capnography device
must result in a constant, uninterrupted curve of the
CO; concentration parameters of the patient exhaled
gases. This picture shows a screen of a capnograph
example.
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Specification Device

Dimensions (H x T x B) 30.5 x16.2 x93 mm

Weight 59

Used Materials Polycarbonate
Polypropylene

Polyurethane

Connection to Capnograph

Luer Lock- Male

Operation temperature

50° Fupto 95°F

Storage temperature

23 up to 122°F

Humidity

0 — 90 %, rH, non-condensing

Maximum working height above sea level:

2000 m

Shelf life from manufacturing date

5 years

4 Cautions and Labelling

4.1 Cautions and Warnings

Single use only. Do not reprocess or reuse.

Do not attempt to wash or sterilize.

(Refer to the Instructions For Use Double Hood Scavenging Circuit for more
information about the “Air Techniques” scavenging circuit.)

Not made with natural rubber latex

physician

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

Allowed temperature

-5°C-50°C (23°F - 122° F)

Allowed humidity 0 — 90 % rH

4.2 Labelling
Unique Device Identification
uUDI
II Year of manufacture
g Usable until
'g Icon for not sterile
LOT Batch number:
is used for Identification of the product
REF Ordering number
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Contact with the manufacturer:
Baldus Sedation GmbH & Co. KG
In der Langfuhr 32
56170 Bendorf — Germany

www.baldus-sedation.de
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Manufactured for/ Distributed by:
> Air Techniques, Inc.
’0‘ 1295 Walt Whitman Road
ﬁ Melville, New York 11747 — 3062
Phone: 800-247-8324
Fax: 888-247-848

www.airtechniques.com
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