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WELLS JOHNSON
Sterile Tubing

Aspiration and Infiltration Tubing

INSTRUCTIONS FOR USE

CAUTION: Federal law restricts this device to sale by or on the order of a physician.
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Device Description

Wells Johnson provides a range of sterile, single-use tubing sets intended for use with Wells
Johnson systems during liposuction procedures. The tubing sets vary in length, diameter, and
component configuration to meet the requirements of different applications.

Each tubing set is packaged within a sterile barrier system to maintain sterility until use. Inspect the
packaging before use to verify that the sterile barrier has not been compromised. Do not use the
product if the packaging is damaged or opened.

Tubing Types and Wells Johnson System Compatibility

The following table identifies the tubing types and the Wells Johnson systems compatible with each
tubing configuration. Use only the tubing specified for the applicable Wells Johnson system. Refer
to the applicable system Instructions for Use for connection, setup, and operation instructions.

REF Description Compatible Wells Johnson System

24-5103-00 Standard Ultra-Limp Aspiration Tubing
Hercules and Whisperator Aspirators
24-5104-00 MB Ultra-Limp Aspiration Tubing

24-6008-00 CB Infiltration Tubing
24-6009-00 “Y” Infiltration Tubing Infusion System (WIS)

24-6028-00 Large Bore Infiltration Tubing

High Volume Precision (HVP) Auto-

24-6037-00 | HVP Tubing Graft System

CAUTION: Carefully read these instructions before using Wells Johnson Sterile Tubing. Keep these
instructions in a safe place for future reference.

WARNING: Improper use or handling of sterile tubing may result in serious injury, infection, or other
adverse patient outcomes.

Intended Use

Wells Johnson Sterile Tubing is intended for use during liposuction procedures to facilitate the
infiltration of fluids, aspiration of adipose tissue, and the transfer of adipose tissue for reinjection into
targeted areas of the body.

Intended Users

Wells Johnson Sterile Tubing is intended to be used in healthcare settings by qualified and trained
healthcare professionals, such as licensed surgeons and operating room personnel.

Use Environment

Wells Johnson Sterile Tubing is intended for use in healthcare settings, including operating rooms

and other clinical environments where liposuction procedures are performed.
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Contraindications

No known contraindications.

Expiration Date

The expiration date is printed on the sterile tubing packaging.

CAUTION: Do not use the product after the expiration date, as sterility and performance may no
longer be assured.

Prior to Use

Carefully inspect each sterile package and verify package integrity. Do not use the device if the
package is damaged, opened, or the seal is broken. If the package is compromised, dispose of the
device in accordance with facility procedures.

Wells Johnson Tubing is supplied sterile and is intended for single use only. Do not reuse this
device.

WARNING: Reuse of this device may result in compromised performance, loss of sterility, risk of
infection, or patient harm.

Storage and Transport Conditions

Store and transport devices in their original sterile packaging until use. Store at controlled room
temperature. Protect from excessive heat, moisture, and direct sunlight.

Disposal

Single-use tubing may present a potential biohazard after use. Handle and dispose of the tubing in
accordance with accepted medical practice, facility procedures, and applicable local, state, and
federal regulations.

Symbols Used

Symbol Title Standard

g Use-by date

Catalog number

Description

Indicates the date after which the

medical device is not to be used SO 15223-1:2021, 5.1.4

Indicates the manufacturer’'s catalog
number so that the medical device
can be identified

&

ISO 15223-1:2021, 5.1.6

Indicates the manufacturer’s batch
code so that the batch or lot can be
identified

!

LO Batch Code ISO 15223-1:2021, 5.1.5

Consult instructions for

=

use or consult electronic
instructions for use

Indicates the need for the user to
consult the instructions for use

ISO 15223-1:2021, 5.4.3
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Symbol Title Description Standard
FDA-recognized

%( Only Prescriotion Onl Federal law restricts this device to prescription-device
P y sale by or on the order of a physician | designation under 21 CFR
801.109
. . e Indicates a carrier that contains .
uDI Unique Device Identifier unique device identifier information ISO 15223-1:2021, 5.7.10

Do not re-use Indicates a medical device that is ISO 15223-1:2021, 5.4.2.
intended for one single use only

% Do not resterilize Indicates a medical device thatis not | 5 45293.1:2021, 5.2.6.
to be resterilized

Indicates a medical device that has

been sterilized using irradiation ISC 15223-1:2021, 5.2.4.

STERILE| R | | Sterilized using irradiation

Indicates that a medical device that
Do not use if package is should not be used if the package has
b 9 been damaged or opened and that
damaged and consult
. . the user should consult the
instructions for use . . -
instructions for use for additional
information

ISO 15223-1:2021, 5.2.8.

Customer Service and Technical Support

Report any product malfunction, adverse event, or complaint to Wells Johnson Customer Service or
Technical Support:

Phone: +1 520-298-6069 or +1 800-528-1597
Email: customerservice@wellsgrp.com

WeLLs
JOHNSON

8000 S. Kolb Road.
Tucson, AZ 85756 USA
Ph: +1 520-298-6069
eFax: +1 520-885-1189
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