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DisposableEndoscopicBiopsy Forceps
Instructions For Use
[Product name] Disposable Endoscopic Biopsy Forceps
[Main structure of product and its composition] Disposable endoscopic biopsy forceps
consist of the jaws, spring tube, protective tube, position tube, slip ring and the core pin. The
jaws are made of 05Cr17Ni4Cu4Ni or 06Cr19Ni10 and 12Cr18Ni9, The spring tube is made
of 06Cr19Ni10 or S06Cr19Ni10 and PE, The protective tube is made of TPU, The position
cover, core pin and the slip ring are made of ABS. According to the characteristics of jaw
(oval, alligator, whether with needle), the presence of positioning needle, whether plastic
coating, the diameter of closed jaw and effective length is divided into several different kinds
of specifications.The product should be sterile.

S: Coated wire coil N: Uncoated wire coil

1. Jaw component 2. Protective sleeve 3. Positioning cap 4. Sliding ring 5. Core pin 6. Wire coil
7. Coated layer
Figure 1 Schematic diagram of disposable biopsy forceps
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[Specification and type]
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Size
Model ~~~

Closed jaw diameter d

Working Length L

GM-FB-A-S-15, 18, 23-L
GM-FB-A-N-15, 18, 23-L
GM-FB-B-S-15, 18, 23-L
GM-FB-B-N-15, 18, 23-L
GM-FB-C-S-15, 18, 23-L
GM-FB-C-N-15, 18, 23-L

01.0,
01.5,

500, 800, 1000, 1050, 1200, 1500,

01.8,

1600, 1800, 2000, 2300, 2500

02.3

GM-FB-D-S-15, 18, 23-L
GM-FB-D-N-15, 18, 23-L

[Scope of application] For the sampling of living tissue under the endoscope of digestive tract
and respiratory tract.
[Contraindications ]
(1) . Patient with acute perforation of the esophagus,stomach and duodenum.
(2) . Patient with poor condition,weakness can not bear endoscopic examination.
(3) . Patient with serious bleeding tendency and coagulation mechanism obstacle.
(4) . Patient with severe heart,lung,kidney,brain dysfunction and multiple organ failure.
(5) . Patient with mental illness and apparent disturbance of consciousness unable to
cooperate.
(6) . Sampling at risk during clinical evaluation is not allowed
(7) . Other specific circumstance is judged by professional doctor according to the actual
condition of the patient.
[Precautions and warming]
1. This product must be operated by a trained physician.
2. This product is sterilized by EO,valid for two years,no expired use.
3. This product is only for one-time use,do not reuse.
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4. Do not use if the single packing is broken.
5. Please install medical waste disposal after use.
[Instructions for use]
1. According to the sampling site of the patient and the size of endoscopic forceps hole,the
appropriate specifications of the product should be selected.
2. Check the single package for completeness and no damage.
3. Open the single package and confirm that the biopsy forceps head is open and
closedflexibly and there is no jam phenomenon.
4. Insert the forceps head and spring tube into the endoscopic forceps hole.
5. Aim the forceps at the lesion site, push the slip ring to open the jaws, close to the tissue
being sampled, then pull the sliding ring to close the jaws, pull the spring tube back to remove
the biopsy forceps.
[Packaging and storage]
1. Single packaging uses paper-plastic package; middle packaging uses cartons; outer
packaging uses corrugated carton.
2. Products after packing should be stored in a well-ventilated room with relative humidity
not more than 80% and no corrosive gas.
[Manufacturing date] See the label

[Expiry date] See the label

[Parts list] A disposable endoscopic biopsy forceps,no other accessories.
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[Product name]
Disposable Endoscopic Injection Needles
[Main Structure components]
Disposable endoscopic injection needles is composed of metal cap, needle casing, needle tube,
outer tube, inner tube, protective sleeve and handle. Specifically, the handle is made of ABS+PC
alloy and ABS material, the metal cap and needle sleeve are made of 06Cr19Ni10 and
12Cr18Ni9 material, the needle tube is made of 06Cr19Ni10 and 06Cr17Ni12Mo2 material, the
sleeve protector is made of PE and TPU material, and the inner tube and outer tube are made of
PTFE and PE material. According to whether there is A metal cap, it can be divided into A and
B: A means no metal cap, and B means metal cap. Outside the tube diameter is 01.8 mm and 02.3
mm. The specifications of the needle tube are 21G, 23G and 25G. The length of the needle tube
is 4mm, 5mm, 6mm, 7mm and 8mm. The product should be sterile, and working length is
divided into six types: 1200,1600, 1800, 2000, 2300, 2500.
The disposable endoscopic injection needle produced by our company is mainly composed of
needle tube, needle sleeve, metal cap, outer tube, inner tube, protective sleeve and handle.
I
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Type B

1.Outer tube 2.Protective tube 3.Front handle 4.Back handle 5.The needle
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6.
The needle casing 7.Inner tube 8.The metal cap
Figure 1 Structure diagram of disposable endoscopic injection needles
[Model specifications]
GM-IN-A(B)-23(18)-1200(1600, 1800, 2000, 2300, 2500)-25(21, 23)-4(5, 6, 7, 8)
[Product performance]
1. The outer tube of the injection needles should be smooth and the needle point should be
complete and sharp. When the tip of the needle is extended, the outer tube should be extended
vertically without obvious deviation.
2. The injection needles should be easily and flexibly extended and withdrawn, and there
should be no jamming.
3. The outer tube of the injection needles should be tightly wound and straight, without crease
and damage.
4. All connections and injection welds of needles should be firmed.
[Scope of application]
Used in conjunction with endoscopy for submucosal injection in the digestive tract.
[Contraindications]
1. Patient with acute perforation of the esophagus, stomach and duodenum.
2. Patient with poor condition, weakness can not bear endoscopic examination.
3. Patient with serious bleeding tendency and coagulation mechanism obstacle.
4. Patient with severe heart, lung, kidney, brain dysfunction and multiple organ failure.
5. Patient with mental illness and apparent disturbance of consciousness unable to cooperate.
6. Other specific circumstance is judged by professional doctor according to the actual condition
of the patient.
[Notes, Warnings and Hints]
1. This product must be operated by trained physicians.
2.

This product is sterilized by EO and has a validity period of two years. Using expired
product is strictly prohibited.

3. This product is only for one-time use, and re-use is strictly prohibited.
4. When the single package is damaged, it is strictly prohibited to use.
5. Before inserting and exiting the endoscope, the needle must be withdrawn into the outer tube
to avoid damage to the endoscope.
6. The process of injection operation should be carried out under endoscopic surveillance.
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[Instructions]
1. Aseptic packaging inspection: Check aseptic packaging for breakage, loose seal or water
immersion, etc.
2. Appearance inspection: Take the product out of the package, check whether the outer pipe and
inner pipe are bent, kinked, damaged, etc., check whether the parts of the product fall off,
loose, damaged, etc.
3. Operation check: Expand and straighten the outer tube, imitate the operation, first push the
back handle into the front handle, until the click sound is heard, confirm that the needle tube
extends from the front end of the outer tube. Then pull the back handle back to the end until
you hear the click and ensure the needle turns back into the outer tube.
4. Injection check: Push the back handle to the end to extend the needle out from the front end of
the outer tube. Firstly, connect the syringe that has been filled with liquid with the conical
joint of the rear handle, and then push the syringe piston to drain the air in the inner tube until
the liquid flows out at the point of the needle, and make sure that there is no liquid leakage
beyond the point.
5. Pull back the handle to the end to draw the needle tube back into the outer tube. Insert the
outer tube into the forceps hole of the endoscope and slowly advance the outer tube until the
end of the outer tube head enters the endoscopic field of view.
6. Select the appropriate injection site through endoscope and keep the lens position. Push the
rear handle into the front handle assembly until the 'click' sound. Confirm that the needle tube
is extended from the front end of the guide head. Then insert the needle into the target tissue
and push the syringe piston for injection operation.
7. After the operation, pull back the handle and the end of the handle until the click sound. Then,
pull the needle back into the guide and remove the product from the endoscope.
8. Postoperative treatment: Dispose of this product according to the biological hazard medical
waste material management standard of the institution.
[Packaging and Storage]
1. Packaging: The single packing utilizes paper plastic packing, the middle packing utilizes
paper box, and the outer packing utilizes corrugated carton.
2. Storage: Products should be stored in the indoor environment that the relative humidity is
not more than 80%, well-ventilated, non-corrosive gas.
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Disposable Polypectomy Snare
Instructions For Use
【Product name】Disposable Polypectomy Snare
【 Main structure of product and its composition 】 Disposable Polypectomy Snare consist
of snare, outer pipe, casing, positioning cap, electrode, sliding-ring and core rod.The snare
is made of 06Cr19Ni10 material, the outer pipe is made of PTFE material, the casing is
made of TPU material, the positioning cap, the sliding-ring and the core rod are made of
ABS material, and the electrode is made of Cu-Ni (or 06Cr19Ni10) material. According to
the trap type, the diameter of the outer pipe, the working length and the trap opening frame
are divided into several specifications. Products are sterilized by ethylene oxide and should
be sterile.

1.Snare 2.Outer pipe 3.Casing 4.Positioning cap 5.Electrode 6.Sliding-ring 7.Core rod
Figure 1 Schematic diagram of disposable polypectomy snare

A. Ellipses

B.Hexagonal

C. Asymmetrical

Figure 2 Snare type

【Specification and type】
GM-SD- A（B, C）-18（23）-800(1200, 1600, 1800, 2000,2300, 2500)-10（15, 20, 25, 30,
35, 40）

【Product performance】
1. The sliding-ring and core rod of the snare should be free of deformation and burrs.
2. The snare in and out of the outer pipe should be smooth, and can fully extend out of
the outer tpipe.

【 Scope of application 】 The device is intended to remove polyps in the digestive tract by
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high frequency current and used in conjunction with endoscopy.

【Contraindications】
1) Those with contraindication of digestive endoscopy.
2)Those with bleeding tendency, prolonged bleeding and coagulation time,
thrombocytopenia or prolonged prothrombin time, which can not be corrected by treatment.
3) Polypoid cancer has infiltrated and deteriorated.
4) Prohibit the use of easily perforated parts.
5) If the base of the polyp is too large (diameter greater than 2 cm), it is confirmed that it
cannot be removed.
6) Other specific according to the actual situation of patients by professional doctors.

【Possible Complications】Possible complications of surgery (including but not limited to) :
bleeding, perforation, burns, sepsis, infection, hypotension.

【Product Classification】
1.By type of anti-electric shock: N/A.
2.By degree of anti-electric shock: BF type.
3.By the degree of protection against infusion: N/A.
4.According to the disinfection and sterilization methods recommended by the
manufacturer: not applicable, the product has been sterilized by ethylene oxide when leaving
the factory.
5.Classify the degree of safety when used in the case of flammable anaesthetic gas mixed
with air or flammable anaesthetic gas mixed with oxygen or nitrous oxide: non-AP/APG type.
6.By Mode of Operation: With the Host.

【Precautions and warming】
1. The device is sterilized by ethylene oxide as a sterile product with a valid period of
two years.Single use, destroy after use, do not reuse, which could lead to cross-infection.
2. Please check the expiry date of the product and use within the specified period.
3. The device does not contain user-serviced parts.Do not disassemble, modify or attempt
to repair, as this may result in injury to the patient or operator and damage to the equipment.
4. Before the endoscope and its accessories are inserted into the body of the patient,
check whether the endoscope and the exposed electrodes have rough edges or sharp angles or
any protrusions, and replace or stop the use immediately if it may cause injury to the patient.
5. Please do not attempt to sterilize the instrument, which may lead to the risk of
4
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infection control, infection of the patient's affected area, damage or malfunction of the
equipment.
6. Check before use whether the aseptic package is torn or sealed badly or damp.If there
is any abnormality in the aseptic packaging, the aseptic packaging has been damaged. Do not
use the instrument, please use the spare instrument.
7. Do not use this product on patients with implanted pacemakers.Otherwise,
high-frequency signals and spark discharge interference from this product, high-frequency
equipment and cables may cause ventricular fibrillation or damage the electronic components
of pacemakers, causing fatal injuries.
8. The burning caused by combustible gas should be prevented from contacting the
electrode during the operation, and nitrous oxide and oxygen should be avoided as anesthetic
gases as possible.Also avoid electrode contact with combustible materials (such as cotton,
gauze, wood, sprinkles, etc.) burning in oxygen.
9. The insulation of the electrode cable should be prevented from being damaged when
used together with the endoscope.
10. The disposable polypectomy snare and endoscopes (recommended to use digestive
tract endoscopes of Olympus, Pantex, Fujinon, Sonoscape, Aohua and other manufacturers)
meet the interconnection conditions and provide effective isolation and insulation when used
together.
11. This high-frequency surgical system utilizes radio frequency electromagnetic energy
for treatment, and nearby electronic devices may be affected.
12. When used in combination with sphincterotome, the snare shall adopt special
precautions related to electromagnetic compatibility (EMC), and shall be installed and used
according to the electromagnetic compatibility information specified in the manual.At the
same time, all kinds of connecting cables or accessories used need to use the original
accessories of the manufacturers of sphincterotome. The use of cables or accessories outside
the regulation may lead to the increase of the transmission of high-frequency system or the
reduction of the interference degree.
13. Pay attention to the electromagnetic environment on site, as disposable polypectomy
snare may be affected by other magnetic fields, resulting in poor application effect of snares.
14. To avoid effects by other portable and mobile radio-frequency communications
equipment or systems, it’s better to remove these equipment based on actual situation.
15.Working environment: temperature: 22-25 ℃ , humidity: 35-60%, Atmospheric
pressure is 70kpa-106kpa.
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【Pre-use preparation and inspection】
1.Visually inspect the packaging and components of the device for completeness and
damage. If it is abnormal, do not use it. Replace it immediately.
2.Simulate the action, push and pull the sliding-ring back and forth, the snare should be
able to fully extend and withdraw from the distal end of the outer pipe (as shown in Figure 3).

Figure 3
3.Make sure the high frequency cable is not broken or exposed.

【Connection the electrode of snare to high frequency equipment】
1. Insert the high frequency cable into the electrode of the disposable polypectomy snare
according to the high frequency equipment manual until the click sound is heard.
2. Ensure the electrode of the disposable polypectomy snare is firmly inserted in place.
3. Plug the other end of the high frequency cable into the CUT/COAG socket of the high
frequency equipment.
4. Ensure hear the click and put it in place.
5. Remove the high frequency cable plug.
6. If any abnormality is found in the above steps, please find out the reason or switch to a
standby Disposable polypectomy snare.

Note:
A. Choose high-frequency equipment and cable. High-frequency equipment power-420
HF mainframes produced by Changzhou Yanling Electronic Equipment Co., LTD are suitable.
B. The rated accessory voltage of the snare is 800V.
C. It is recommended to use high-frequency equipment with a frequency of 300-500KHz
and a maximum peak voltage of less than 800V to prevent the high-frequency output voltage
from exceeding the rated accessory voltage, and appropriate current and different output
power should be selected according to different circumstances of polyps during
high-frequency disposable polypectomy snare (generally 15-35w electro-coagulation and
electro-cutting).
D. The maximum rated repeat peak voltage of endoscope and snare should be less than
6
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800V, and higher repeat peak voltage should not be used.
E. Please set a limit on the output power of high-frequency equipment, so as to ensure
the safety of patients and prevent accidental thermal injury of human tissues, and prevent
damage caused by excessive high-frequency current when the electrode of this equipment and
high-frequency equipment contacts with other metal instruments under the condition of
start-up.
F. Do not connect or check any connection of high-frequency equipment when the power
is on. Otherwise, it will cause the operator or assistant to burn.
G. If the high-frequency equipment is equipped with monitoring circuit, please refer to
the specification of the high-frequency equipment used to see whether it is compatible with it.
In normal use, the output power of the high-frequency equipment should be adjusted as small
as possible. If the output power needs to be increased, check whether the connection of each
component is correct.
H. Do not pull the electrode or high frequency cable when removing it.Otherwise, it will
cause damage to the high frequency cable.
I. Electrodes should be placed in isolation from the patient when not in use.

Warning:
A. Do not knot the high-frequency cable or tie it with the wires of other medical
equipment (such as electrocardiograph, endoscopic system, etc.).Otherwise, the interference
of high-frequency signals and spark discharge during work may lead to abnormal functions of
other medical devices, which may also have adverse effects on patients.
B. When using high-frequency surgical equipment and physiological monitoring
equipment on the same patient, any electrode should be kept away from the high-frequency
electrode as far as possible, and needle monitoring electrode is not recommended; Monitoring
systems with high frequency current limiting devices are recommended in all cases.
C. The output voltage regulated by the high-frequency generator shall never exceed the
maximum peak voltage specified in the specification.
D. If the high-frequency generator fails, the output current may increase unexpectedly.
E. Unless the device is equipped with an electrode monitoring circuit, there will be no
alarm and potential danger if contact with the patient is unreliable.
F. Explosive gas should never be used in the operating area when using this instrument,
and relevant rules for safe use of gas in each operating room should be strictly implemented.
G. This device may be potentially harmful when used in combination with endoscope,
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which should be paid attention to and avoided as far as possible.
H. When the endoscope is used together with this device, it should be noted that the
leakage current of patients will increase.
I. Please follow the warnings and precautions to use the disposable polypectomy snare.
In general, no accident will occur during the correct use of the snare.

【Operation Procedure and Precautions】
The operator of the device must be a physician or medical personnel under the
supervision of a physician who has undergone adequate training in clinical endoscopic
techniques before operation.
1. Connect the neutral electrode to the equipment according to the high-frequency
equipment instructions.
2. Place the neutral electrode in its maximum area on the upper arm or thigh of the same
side of the body near the surgical area.
Note:
A. neutral electrodes should not be used in the following areas: injury, skin with
inflammation, bone protrusion, buried metal surface, thick subcutaneous fat surface;
B. Avoid skin-to-skin contact;
C. For surgery where high-frequency currents may flow through a small cross-sectional
area of the body, it is best to use bipolar technology to prevent unwanted tissue damage.
D. For high frequency surgical equipment that operates correctly under normal operating
Settings, output reduction or interruption may indicate incorrect neutral electrode application
or poor connector contact.Therefore, check the application of neutral electrodes and their
connectors before choosing a higher output power.
E. When using, prevent from forming a circuit with the output of other electrodes.
F. Patients should not carry metal objects on their bodies, and patients should not touch
other metals.
G. It is recommended that users regularly inspect accessories, especially those used for
electrode cables and endoscopes, for possible damage.
3. Insert the product into the endoscope.
Note:
A. When inserting the disposable polypectomy snare into the endoscope, it should be
close to the valve of forceps channel and as straight as possible. Otherwise, the insert may be
damaged.
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B. Slowly insert disposable polypectomy snare. Sudden insertion can damage the
endoscope or the snare.
C. Do not force the insertion if there is resistance. Reduce the endoscopic angle and
lower the endoscopic forceps lifter until the disposable polypectomy snare can pass smoothly
once used. Forced penetration can damage endoscopes and disposable polypectomy snare.
D. The system can only be examined when the disposable polypectomy snare is fully
extended from the endoscope apex using a single-use application.

Otherwise, endoscopy

and snares may be damaged.
E. Do not output when the disposable polypectomy snare is in contact with the
endoscope tip. Otherwise, endoscopy and snares can be damaged.
F. When inserting the disposable polypectomy snare into the endoscope, the sliding-ring
should be kept still. Otherwise, endoscopy and snares may be damaged.
G. Do not insert or pull out the endoscope with a disposable polypectomy snare when the
outer pipe is not fully recovered. Otherwise, endoscopy and snares may be damaged.
H. When the instrument is used together with the endoscope with double pipes, do not
use other accessories at the same time. Otherwise, it can cause burns to the patient, operator
or assistant.
4. Insert one end of the high-frequency cable into the high-frequency equipment and the
other end into the electrode of this product according to the high-frequency equipment
manual.
5. Push the sliding-ring to open the snare.
6. Adjust the Angle of the endoscopic insertion part, push the snare forward or rotate the
snare as needed to trap the target tissue.
7. Use snares to surround the target group.
8. Pull the sliding-ring to trap the target tissue.
Note:
A. Do not push the sliding-ring suddenly.Otherwise, the snare will suddenly protrude,
which can lead to perforation, bleeding or mucosal damage.
B. Do not use excessive force when trapping the tissue.Otherwise, it can cause bleeding
or mucosal damage.
C. When connecting the equipment, please confirm whether the power supply of the
high-frequency equipment is off, otherwise, the operator or assistant will burn.
9. Pull the sliding-ring to start the output, electrocoagulation first and then electrocution
(alternating application of electrocution and electrocution is recommended for 3-4
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seconds/time), and gradually and steadily remove polyps for several times.

Warning:
A. Aspirate fluids, such as mucus, that adhere to snares and body cavity tissues. If the
fluid is electrically cut while attached, it can cause perforation, bleeding, mucosal damage or
tissue burns.
B. When operating high-frequency equipment, try to use the minimum output value and
minimum output time required to complete the operation. Excessive output can lead to
perforation, bleeding and mucosal damage.
C. When performing resection, make sure the instrument is energized. Excision without
electrical stimulation may result in bleeding or mucosal damage.

Note:
A. Do not start the output when the device is in contact with the normal body cavity
tissue when the high frequency current is switched on. Otherwise, it will burn non-target
tissues.
B. If flatulence occurs in the intestinal cavity, replace it with a non-flammable gas such
as CO2.Otherwise, bloating can cause combustion or explosions that can burn tissue.
C. In order to avoid burning healthy tissues, do not activate the output when the snare is
in contact with non-target tissues.
D. Do not activate the output when any part of the target tissue (such as polyp head)
comes in contact with non-target tissue. Otherwise, it may burn non-target tissues.
E. Do not start the output when the endoscope tip is too close to or in contact with the
body cavity tissue. Otherwise, it may burn tissue and damage the endoscope.
F. Do not start the output when the metal part of the endoscopic tip is too close to or in
contact with the snare.
G. Do not activate the output when the patient's skin contacts with each other (such as
exposed arms and chest side contact).Otherwise, it may cause patients to burn.
H. Do not start the output when the patient's clothes are wet. Otherwise, it may cause
patients to burn.
I. Do not start the output when the patient is in contact with the metal part of the console
or other equipment. Otherwise, it may cause burns to the patient, operator or assistant.
J. Do not touch the cable or make it contact with others during output. Otherwise, it can
cause burns to the patient, operator or assistant.
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10. Turn off the high frequency equipment switch and remove the high frequency
connection wire from the product electrode.
11. Remove disposable polypectomy snare from endoscopy.
Note:
A. Do not quickly remove the disposable polypectomy snare from the endoscope.
Otherwise, it can spray blood, mucus, or other debris from the patient, posing a risk of
infection.
B. Do not remove the disposable polypectomy snare from the endoscope if the outer pipe
is not fully recovered. Otherwise, endoscopy and snare can be damaged.
C. After use, remove the disposable polypectomy snare, dispose the product in
accordance with the recognized hospital guidelines, single use only, destroy it after use, and
do not reuse it.

【Electromagnetic Compatibility Instructions】
Information about EMC compliance (IEC 60601-1-2:2014) (the disposable polypectomy
snare described below are applicable to the products in the aforementioned 【 Model
Specifications】)

Warning:
1. Disposable polypectomy snare may affect medical electrical equipment. The purchaser
or user must install and use the snares according to the EMC compliance information
provided in the operating instructions (IEC 60601-1-2:2014).
2. High frequency connection wires and related cables and accessories that meet EMC
requirements should be used. If they are not specified, they may lead to the increase of polyp
snare or the reduction of noise immunity.
3. Portable RF communications equipment (including peripherals such as antenna cables
and external antennas) should be used no closer than 30 cm (12 inches) to any part of the
Disposable Polypectomy Snare, including cables specified by the manufacturer. Otherwise,
degradation of the performance of this equipment could result.
4. Disposable polypectomy snare should not be used close to or stacked with other
devices. If it must be used close to or stacked, it should be observed and verified to work
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normally under the configuration used.
5. Since the product is connected to the high-frequency equipment, the output of RF
energy will be generated when it is used. It is recommended that other equipment stay away
from disposable polypectomy snare.
6. Functions determined as basic functions: the disposable polypectomy snare is
connected with the high-frequency equipment used together, and the maximum output power
error is ±20%.
7. To assure basic safety and essential performance it should be assured that Product is
used in the electromagnetic environment specified in a low level electromagnetic field
environment and avoid transients sources.
Warning:
When used together with all the expected connected devices, this product has no impact
on the original IEC 60601-1-2 standard compliance of the equipment, without special
consideration of the manufacturer and model of the connected equipment. The emission
frequency or frequency band, modulation type and frequency characteristics, and effective
radiation power depend on the relevant parameters of the supporting equipment.
8. The guidance and the company's statement are shown in table 1-2;
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Table 1. Guide and company statement - electromagnetic emission
Guide and manufacturer's statement - electromagnetic emission
The Disposable polypectomy snare is intended to be used in the following specified electromagnetic environment in
which the purchaser or user shall ensure that it is used.
Emission test

Emission test

RF emission IEC/CISPR 11

Disposable polypectomy snare must emit
electromagnetic energy in order to perform their
intended function, and nearby electronic devices may
be affected. According to item 36.201.1, the
Disposable polypectomy snare matches the
threshold values of group 1 in standby mode.

Group 1

RF emission IEC/CISPR 11

Emission test

Disposable polypectomy snare are suitable for use in
all facilities that are not directly connected to the
public low-voltage power supply network of
residential buildings or homes.

Type A

Note:The EMISSIONS characteristics of this equipment make it suitable for use in industrial areas and hospitals
(CISPR 11 class A). If it is used in a residential environment (for which CISPR 11 class B is normally required) this
equipment might not offer adequate protection to radio-frequency communication services. The user might need to
take mitigation measures, such as relocating or re-orienting the equipment.”

Table 2 Guide and company statement - electromagnetic immunity
Guide and company statement - electromagnetic immunity
The Disposable polypectomy snare is suitable for use in the specified electromagnetic environment (s) and it has
meets the following immunity test levels. Higher immunity levels may cause the disposable polypectomy snare’s
essential performance lost or degraded.
Immunity test

IEC60601Test level

Compliance level

Electrostatic discharge

IEC 61000-4-2

+/- 8 kV contact
+/- 2 kV, +/- 4 kV, +/- 8 kV, +/- 15 kV air

Radiated RF EM fields

IEC 61000-4-3

ENCLOSURE PORT
3 V/m, 80 MHz – 2,7 GHz, 80 % AM at 1 kHz

Proximity fields from RF
wireless communications

IEC 61000-4-3:2006+A1+A2

See the RF wireless communication equipment table
in "Recommended minimum separation distances".

Electrical fast
transients/bursts

IEC 61000-4-4

Signal input/output parts PORT: ± 1 kV, 100 kHz
repetition frequency

List of signal input/output parts PORT to be tested:
The wire of the Disposable Polypectomy Snare
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PATIENT coupling PORT, Signal input/output parts
PORT
3 V, 0.15 MHz – 80 MHz, 6 V in ISM bands
between 0.15 MHz – 80 MHz, 80 % AM at 1 kHz

Conducted disturbances
IEC 61000-4-6
induced by RF fields
List of signal input/output parts PORT to be tested:
The wire of the Disposable Polypectomy Snare
Power frequency
magnetic field
（50/60Hz）

IEC 61000-4-8

30 A/m

Recommended minimum separation distances
Nowadays, many RF wireless equipments have being used in various healthcare locations where medical
equipment and/or systems are used. When they are used in close proximity to medical equipment and/or
systems, the medical equipment and/or systems’ basic safety and essential performance may be affected.
The Disposable polypectomy snare has been tested with the immunity test level in the below table and meet
the related requirements of IEC 60601-1-2:2014. The customer and/or user should help keep a minimum
distance between RF wireless communications equipment and the Disposable polypectomy snare as
recommended below.
Test frequency
(MHz)

385

450

Service

Modulation

Maximum
power
(W)

TETRA 400

Pulse
modulation
18Hz

1.8

0.3

27

430-470

GMRS 460
FRS 460

FM
± 5 kHz
deviation
1 kHz sine

2

0.3

28

704-787

LTE Band 13, 17

Pulse
modulation
217Hz

0.2

0.3

9

800-960

GSM 800/900,
TETRA 800,
iDEN 820,
CDMA 850,
LTE Band 5

Pulse
modulation
18Hz

2

0.3

28

1700-1990

GSM 1800;
CDMA 1900;
GSM 1900;
DECT;
LTE Band 1, 3,
4, 25; UMTS

Pulse
modulation
217Hz

2

0.3

28

2400-2570

Bluetooth,
WLAN,

Pulse
modulation

2

0.3

28

Band
(MHz)

380-390

710
745
780
810
870
930
1720
1845

1970

2450

14

Distance
(m)

Immunity test
level
(V/m)
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GM/JS-CE-04-10
802.11 b/g/n,
RFID 2450,
LTE Band 7

5240
5500

5100-5800

5785

WLAN 802.11
a/n

217Hz

Pulse
modulation
217Hz

0.2

0.3

9

【Packaging and storage】
1. The single package of this product is packaged in Tyvek bags, the medium package in
paper boxes, and the outer package in corrugated cartons.The transportation is carried by
general means of transportation, which can prevent violent shock, vibration and rain and snow
splashing during the transportation. Transportation and storage mode: temperature -20℃~
60℃, humidity 10%~80%, atmospheric pressure 50KPa~160KPa.Transportation
requirements are stipulated in the order contract.
2. This product is sterile and disposable. Storage mode: temperature -20℃~ 60℃, humidity
10% ~ 80%, atmospheric pressure 50KPa~160KPa.
3. Please do not place the product in a place that is easy to damage the package, damp or open
the seal.Otherwise, the sterility of the product will be compromised, leading to the risk of
infection control or infection of the patient's affected area.

【Parts list】A disposable polypectomy snare, no other accessories.
【Marking instruction】
SN

Explanation

SN

1

Catalogue numbe

2

Batch code

3

Date of manufacture

4

Applied channel

5

Caution

6

Do not re-use

7

Keep dry

8

Keep away from sunlight

9

BF Application Section

10

Do not use if package
is damaged

11

Consult instructions for use

12

Sterilized using
ethylene oxide

13

Temperature limit

14

Humidity limitation

15

Non-ionizing radiation

16

Atmospheric pressure
limitation

CE Mark

18

Use-by date

Do not resterilize

20

Manufacturer

17
19

Marking
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Marking

Explanation

