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Articulating Endoscopic Linear Cutter
See main text for details

See main text for details

The instruments are intended for transection,
resection, and/or creation of anastomoses.
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Statement

Thank you for purchasing this product.
Before using the product, please read the contents of this user manual carefully to
ensure the correct use of the product.
Please keep this user manual properly after reading, so that you can refer to it whenever
necessary.
The intellectual property rights of this product and its instruction manual belong to
Hangzhou Mindray Medical Technology Co., Ltd. (hereinafter referred to as Mindray).
Mindray has right to final interpretation of this instruction manual. No individual
or organization shall copy, modify or translate this instruction manual without the
written permission of Mindray. This manual describes the use, function and operation
of the product in detail. Before using this product, please read and understand the
contents of this manual fully to ensure the correct use of this product and the safety
of patients and operators.
The user manual is only for product usage instructions, and should not be considered
as a reference for surgical techniques.
Mindray shall be responsible for the safety, reliability and performance of the product
provided that the following conditions are met:

«  This product is used in accordance with the Instruction Manual.

+  Product damage is caused by non-human factors (human factors refer to

accidental drops, deliberate damage, etc.).

If you really need to return the product to Mindray, please contact Mindray’s after-
sales service department and provide the product model, serial number, and a brief
explanation of the reason for the return.
The product’s “triple guarantee” and the after-sales service are defined by the service
contract between the distributor and the manufacturer.

After-sales service provider: Hangzhou Mindray Medical Technology Co., Ltd.
After-sales provider's address: 2 Fengxiang Road, Tonglu Economic Development
Zone, Tonglu County, Hangzhou City, Zhejiang Province

After-sales provider's telephone: 0571-58504222

To the Customer: Important Information

Safety Signs and Definitions

The safety information contained in this manual helps users identify potential
hazards and avoid danger. This manual uses three signs to highlight potential
hazards:Warning, Caution, and Note.

This manual provides safety information regarding instrument use. Please read

and understand all instructions completely before use. Failure to comply with
warnings, cautions, and notes related to this instrument, may result in personal injury,
instrument malfunction, and void warranty.

Symbol Description
Warni In terms of operation or maintenance procedures, failure to strictly
arning . o
adhere to relevant requirements may result in injury or death.
In terms of operation or maintenance procedures, failure to strictly
Caution adhere to relevant requirements may result in equipment damage or
destruction.
Note Operational tips or maintenance advice; failure to follow these may
lead to errors.

Symbol Description

The following table contains all symbols used on this instrument and labels, along
with their meanings:

Table 1 Symbol Description

Follow the instructions
for use

(Blue)

Warning

Unique instrument identifier

Temperature limit Atmospheric pressure limit

Humidity limit Refer to the instructions for use
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Single-layer sterile barrier
system, with protective
packaging inside

Single-layer sterile barrier
system
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Avoid sun exposure Protect from rain
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Stacking weight limit 50 kg
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Fragile, handle with care —
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Do not resterilize

Sterilized using ethylene %
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Lot Code Rx Only For use under medical

supervision

Do not use if packaging is

damaged High-density polyethylene
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Compliant with EU Directive
2012/19/EU on Waste
A=, |Electrical and Electronic
— Equipment

Packaging Recycling Label

A change from red to blue
indicates that sterilization is
complete.

MR (Magnetic Resonance) Safe
Under Specific Conditions
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Medical Device Catalogue Number

REF

MD

Hangzhou Mindray Medical
Technology Co., Ltd. has

M been authorized the use of

the registered trademark of
Shenzhen Mindray Bio-medical
Electronics Co., Ltd.

The product is provided with
a CE marketing in accordance
c € 0197 with regulations stated in
Regulation(EU)2017/745
concerning Medical Devices.

Note

- Before operating this instrument, it is necessary to be familiar with and
understand the meanings of the symbols mentioned above.

Product Overview

Structural Composition

Articulating Endoscopic Linear Cutter consists of a staple holder, joint head, rod,
joint head knob, rotary wheel, retraction button, release button, firing safety button,
closure handle, cartridge holder, and removable anvil tip.

Articulating Endoscopic Linear Cutter
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1. Staple driver 2. Articulating head 3.Rod 4. Articulating head
holder knob

5. Rotary wheel 6. Release button 7. Retraction 8. Firing safety

button
9.Closure handle  10.Staple cartridge 11.Removable
holder Anvil Tip

Figure 1 Articulating Endoscopic Linear Cutter

Warning

The stapler is only intended for use on the same patient during the same
surgical procedure.

The stapler can only be used in conjunction with the cartridge.

Before use, if rust is found on the product, its use should be strictly prohibited.
Visually inspect the staple holder for deformation before firing. If deformation
is observed, do not use it.

This product is intended for use in sterile operating rooms within medical
facilities.

Note

After each stapling and suturing, remove the empty staple cartridge from the
staple cartridge holder.

The stapler should have good stapling and cutting performance, with
replaceable components. The cutting edges after each stapling should be
neat, without burrs. The stapler should be able to perform stapling and
cutting operations at least 12 times without affecting its functionality.

Intended purpose

The instruments are intended for transection, resection, and/or creation of
anastomoses.

Intended users

Persons having adequate training and familiarity with minimally invasive techniques.

Indications:

The product is intended for transection, resection, and/or creation of anastomoses.
The instruments have application in multiple open or minimally invasive general
abdominal, gynecologic, thoracic, and pediatric surgical procedures.

Intended patient population

adult

Intended medical conditions

Medical Institution

Product Properties

« The stapler is a single-use, sterile product.

«  The connection between the stapler body and the assemblies should be firm
and reliable, while being easy to replace.

«  The stapler should have a protective device against empty staple cartridges,
and should not be able to fire when an empty staple cartridge is mistakenly
installed.

«  The stapler should have a protective device, and the firing rod of the stapler
body should not be able to fire when the staple cartridge is not loaded.

«  The stapler can be installed with the staple cartridge repeatedly in a single
surgery, with a maximum firing of 12 times.

Contraindications

« Do not use the instruments with Gray reload (2.0mm staple) on any tissue that
compresses to less than 0.75mm in thickness, or on any tissue that cannot
comfortably compress to 1.5mm.

« Do not use the instruments with White reload (2.5mm staple) on any tissue
that compresses to less than 1.0mm in thickness, or on any tissue that cannot
comfortably compress to 2.0mm.

+ Do not use the instruments with Blue reload (3.5mm staple) on any tissue
that compresses to less than 1.5mm in thickness or on any tissue that cannot
comfortably compress to 2.4mm.

« Do not use the instruments with Golden reload (3.8mm staple) on any tissue
that requires excessive force or compresses to less than 1.8mm in thickness, or
on any tissue that cannot comfortably compress to 3.0mm.

« Do not use the instruments with Green reload (4.1mm staple) on any tissue
that compresses to less than 2.0mm in thickness, or on any tissue that cannot
comfortably compress to 3.3mm.

+ Do not use the instruments with Dark reload (4.2mm staple) on any tissue
that compresses to less than 2.3mm in thickness, or on any tissue that cannot
comfortably compress to 4.0mm.

+  The device should not be used to staple ischemic or edematous tissues.

« Do not use the instruments on the aorta.

« Do not reuse after surgery.

« Do not use curved tip staplers on tissues or strctures that can't fit completely
within the jaws proximal to the transitional angle of the curved tip

«  Staplers is not intended for use inside of the heart, central circulatory or
central nervous system.

Side-effects

According to clinical and residual risk evaluations, Endoscopic Linear Cutter Reloads
have no known side effects for the intended patients.

Intended Clinical Benefits

The use of cutter for vascular or tissue ligation provides the benefit of successful
surgical outcomes.

User Manual
Warning

When this product is used, aseptic operational practices should be strictly
implemented.
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