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— ENGLISH —

DEVICE DESCRIPTION

The Laryngectomy Tube (Tube) is a
flexible silicone tube that is available in
many sizes. It comes in both fenestrated
and non-fenestrated models.

INDICATIONS FOR USE

The Tube is designed for use by a single
patient to maintain tracheostoma patency
after laryngectomy and allow attachment
of stoma accessories.

For
Accessory
Attachment

Insertion Tip

CONTRAINDICATIONS

The Tube should only be used by people that have been trained on its use. It is not meant for use in radiation
therapy. The Tube should not be used when experiencing inflammation, infection, bleeding, discharge, or
coughing. The Tube is not meant for use with mechanical ventilators.

CAUTIONS
Ronly CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
PRECAUTIONS

Wash hands with soap and water prior to handling the Tube.

Only use a lint-free cloth or tissue to dry the Tube to avoid getting lint into the airway.

Do not use solvent or petroleum-based products for cleaning or lubricating the Tube. These materials
may damage the Tube.

Only Blom-Singer® stoma accessories can be used with the Tube. Use of other accessories may result
in complications.
WARNINGS
Never insert any cleaning device into the laryngectomy tube while the tube is positioned in the neck.
A Always clean the device after it has been removed.

The Tube is for single patient use only and must not be shared between patients. Infection can occur
with shared use which could lead to illness or serious injury.

Inspect the Tube before each use for physical damage, such as cracks or tears, and do not use if
damaged. If physical damage is found, contact InHealth Technologies Product Complaints.

Modifications should not be attempted to the Tube.

POTENTIAL COMPLICATIONS

Complications that require potential removal of the Tube, cleaning, and/or medical treatment include but
are not limited to: stoma contamination/infection, accidental inhalation of an inappropriately sized Tube
into the airway, structural failure from excessive usage and/or cleaning, and obstruction of the Tube by
mucus.
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INSTRUCTIONS FOR USE
Please refer to the diagrams at the back of this instruction manual.

How to Insert the Laryngectomy Tube
1. Inspect the Tube before each use for physical damage, such as cracks or tears. Do not use if damaged.
. Wash hands with soap and water.

. Stand in front of a mirror with a bright light shining directly on the stoma. See Diagram 1.

oW N

. Apply a small amount of medical grade, water-soluble lubricant to the rim of the stoma to help with
insertion. See Diagram 2.

5. In some cases, it may be necessary to slightly fold or compress the insertion tip of the Tube to conform to
the contour of the trachea. See Diagram 3.

6. Insert the insertion tip of the Tube to the lower rim of the stoma and insert completely into the stoma
until its larger funnel shaped end rests against the stoma. See Diagram 4.

How to Remove the Laryngectomy Tube

1. Wash hands with soap and water.

2. Stand in front of a mirror with bright light shining directly on the Tube in the stoma. See Diagram 5.
3. If using a tube holder, untie or cut the holder straps. See Diagram 6.

4. Remove the Tube from the stoma. See Diagram 7.

How to Attach Optional Laryngectomy Tube Holder (sold separately)

1. Secure the Tube around the neck by inserting the straps into the openings in the side of the Tube such
that the tabs on the straps point away from the Tube.

2. Pass the straps around the back of the neck and tie to secure. The straps should be loose enough to
permit one finger width between the backside of the straps and the surface of the neck. After adjusting
the straps to a comfortable tension, the excess strap may be removed. See Diagram 8.

How to Attach or Remove an Accessory Device

1. To insert an accessory device, grasp the top of the accessory device and press onto the top of the Tube
until fully seated. See Diagram 9.

2. To remove an accessory device, hold the top of the Tube and grasp the exposed portion of the accessory
device. Starting at one end, pull until free of the Tube. See Diagram 10.

How to Clean and Disinfect the Laryngectomy Tube
1. Rinse the Tube under warm running tap water. See Diagram 11.

2. Soak the Tube in hot water (122-140°F / 50-60°C) containing at least two drops of dish soap per 8 oz.
(235mL) of water for at least 15 minutes. See Diagram 12.

3. Remove the Tube from the soap and water solution and rinse under warm running tap water. Gently clean
the inside and outside of the Tube with a cleaning foam swab available from InHealth Technologies. Do
not use cotton swabs to clean the Tube as fibers may be left behind. See Diagram 13.

4. If the Tube is fenestrated, clean the fenestrations in a similar manner using the Blom-Singer Cleaning
Brush. See Diagram 14.

5. Disinfect the Tube by soaking in a 3% hydrogen peroxide solution overnight. See Diagram 15.
6. Rinse thoroughly under running tap water and air dry. See Diagram 16.

DISPOSAL INSTRUCTIONS

The Tube is not biodegradable and can be contaminated when used. Carefully dispose of the Tube per local
guidelines.
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ORDERING INFORMATION

Online Ordering www.inhealth.com

USA InHealth Technologies
1110 Mark Avenue
Carpinteria, CA 93013-2918

Customer Service: +1-800-477-5969
Fax: +1-888-371-1530
Email: order@inhealth.com

International Contact InHealth Technologies Customer Service at +1-805-684-9337 for local

distributor contact.
PRODUCT COMPLAINTS
If you are dissatisfied with the Blom-Singer® StomaSoft™ Laryngectomy Tube or have any questions, please
contact productcomplaints@inhealth.com.

Telephone: +1-800-477-5969
Fax: +1-888-371-1530

SYMBOL GLOSSARY
SYMBOL SYMBOL DEFINITION SYMBOL SYMBOL DEFINITION
Manufacturer Caution: Read all warnings
and precautions in the
instructions for use.
CE Marking Caution: Federal law

restricts this device to sale
by or on the order of a

C € 0344

EC |REP

—| |
mEﬂ
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Authorized representative
in the European
community

Catalog number

Batch code

Use-by date

m Y@ 5P

physician (USA).

Do not use if package is
damaged.

Contents (number sign
# represents number of
units inside)

Consult Instructions for
Use



Larenjektomi Tiipli Kullanim Talimatlari

SIPARIS BILGILERI
Online Siparis www.inhealth.com
ABD InHealth Technologies
1110 Mark Avenue
Carpinteria, CA 93013-2918
Mdsteri Hizmetleri: +1-800-477-5969
Faks: +1-888-371-1530
E-posta: order@inhealth.com
Uluslararasi Yerel distrib(tor iletisimi icin +1-805-684-9337 numarali telefondan
InHealth Technologies Musteri Hizmetleri ile iletisime gecin.
URUN SIKAYETLERI

Blom-Singer® StomaSoft™ Larenjektomi tiiptinden memnun degilseniz veya sorulariniz varsa litfen

productcomplaints@inhealth.com lizerinden irtibata gecin.

Telefon: +1-800-477-5969
Faks: +1-888-371-1530

SEMBOL SOZLUGU
SEMBOL

-l
C € 0344

EC |REP
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SEMBOL ACIKLAMASI

Uretici

CE isareti

Avrupa toplulugu yetkili
temsilcisi

Katalog numarasi

Parti kodu

Son kullanma tarihi

SEMBOL

Y@ F P>

SEMBOL ACIKLAMASI

Dikkat: Kullanim
talimatlarindaki tiim uyari
ve Onlemleri okuyun.

Dikkat: Federal kanun
uyarinca bu cihaz
yalnizca hekim tarafindan
veya hekim talimatiyla
satilabilir (ABD).

Ambalaj zarar gérmds ise
kullanmayin.

icindekiler (# numara
simgesi, icindeki birim
sayisini gosterir)

Kullanim Talimatlarina
bakin
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Water
80z (235mL) Dish Soap

122-140°F 0 0 O

50-60°C
\ \
Soak 15
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3% Hydrogen
Peroxide
Solution
Soak
Overnight
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