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Fax: 0756-8676349 

Service hotline: 4001011768 
Postal code: 519060 

 

Version Information 

The version number of this Manual is subject to update at any time due to changes technical 

specifications without prior notice. The version information of this Manual is as follows: 

 File No.: 19.02.0049 

 Version No.: A1.0 

 Release time: 2020/09/03 

© 2020 Zhuhai Seesheen Medical Technology Co., Ltd. All rights reserved. 

CE marking  

 

EC  Representative  information 

EC  Representative Name: Shanghai International Holding Corp .GmbH (Europe) 

EC  Representative Address: Eiffe strasse 80, 20537 Hamburg ,Germany 

 



 

II 

 

Declaration 

The manufacturer owns the copyright of this privately published manual and has the right to treat it as 

confidential information. This User Manual is only used as a reference for operation, maintenance and 

repair of the product. No other person has the right to make this User Manual available to others. 

The User Manual of this product contains proprietary information protected by copyright law. All 

rights reserved. No part of this Manual shall be copied, photocopied or translated into any other 

language without the written consent of the manufacturer. 

The contents contained in the User Manual of this product may be changed without notice. 

The product can only be used for providing images for nasolaryngological observation, diagnosis and 

photography, and the operator shall be liable for any adverse consequences that are not related to the 

intended use. 

Manufacturer’s Responsibilities 

The manufacturer shall be responsible for the safety, reliability and performance of the product provided 

that all of the following conditions are met: 

 The installation, maintenance or upgrading of the product shall be carried out by personnel 

authorized or approved by the manufacturer; 

 The storage environment, working environment and electrical environment of the product meet 

the product specifications; 

 This product shall be used in accordance with the User Manual. 

 

Abstract of Manual 

◆ Primary structure 

The product consists of an fexible video rhinolaryngoscope, adapter cable and optional accessories 

waterproof cap. 

◆ Scope of application 

The product is used in conjunction with the company’s stated computer model and workstation 

software to provide images for nasolaryngological observation, diagnosis and photography. 

◆Contraindications 

1. Patients with acute inflammation of the upper respiratory tract and dyspnea shall be 

contraindicated. 

2. Patients with severe heart and lung lesions shall be contraindicated. 

3. Patients with edema and hematoma of upper respiratory tract shall use with caution. 

4. Patients with abnormal stenosis of upper respiratory tract shall use with caution. 
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◆Precautions, warnings, and informative instructions 

1) The product does not contain parts that can be repaired by the user. The internal maintenance of 

the instrument must be carried out by the technical maintenance personnel authorized by the 

manufacturer.  

2) This product should not be used at home. 

3) Unplug the supporting equipment before cleaning this product. 

4) This product cannot be used in conjunction with high-frequency surgical equipment. 

5) Operate in strict accordance with the product user manual provided by the manufacturer. 

6) This product is a special product, which is only used in conjunction with the computers and 

workstation software registered and certified by the company, and cannot be used wildly with 

other computers that have not been submitted for certification. 

7) Storage or use of this product in an improper environment will affect its life. In general, under the 

circumstance that the continuous operating time is no more than 8 hours a day, the use of the 

product is valid for 5 years. (For more details, refer to the Manual.) 

 

About This Manual 

This Manual introduces the use, function and operation method of the product in detail. Read and 

understand the contents in this Manual carefully before using the product to ensure proper use of the 

product and to ensure the safety of patients and users. 

This Manual describes the product in the most complete configuration, and thus some of the contents 

may not apply to the product you purchased. In case of any doubts, contact our company. 

Place this Manual near the product so that it can be easily and timely obtained when needed. 

This Manual is suitable for professional clinical medical staff to read. Readers shall have the 

knowledge and work experience in medical procedures, practices, and terminology necessary for 

Flexible video rhinolaryngoscope. 

All illustrations provided in this Manual are for reference only. The settings or data in the illustrations 

may not exactly match the actual display you see on the product. 
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Description of Identifications 

 
The description of the labels appearing in this package, the back cover of this Manual or this product is as 

follows: 

 

Refer to the User Manual                  With Type BF applied parts 

 

Caution                               CE marking                                

 

Serial No.                              Flexible video rhinolaryngoscope 

 

                Manufacturer                           European authorized representative 

 

                Fragile                                 Keep away from rain 

 

  Stacking layers                           This way up 

 

Temperature limit                        Humidity limit 

 

Atmospheric pressure limit               

 

 

 

 

 

Production Date 

Marking for separate disposal of 

discarded electrical and 

electronic equipment (comply 

with local laws and regulations) 



 

2 

Points (Instructions Before Use) 

 

Designed Use 

This product is used in conjunction with the computer model and workstation software declared by 

the company to provide images for the observation, diagnosis, and photography of the nose and 

throat. 

Do not use the instrument for any purpose other than its intended use. 

Scope of Application 

The product is used for visual examination of upper respiratory tract structures, including the nasal 

tract, nasopharynx, oropharynx and larynx. 

Contraindications 

1. Severe hypertension such as severe arrhythmia, especially those with slow ventricles, acute 

myocardial infarction and severe heart failure; 

2. Patients with severe heart, liver, kidney, lung, and hemorrhagic diseases; 

3. Acute severe nasopharyngeal disease without endoscopic insertion; 

4. Those who are unconscious or unable to cooperate with the electronic nose throat endoscopy. 

User Manual 

This Manual contains basic information about safe and effective use of this product. Be sure to read 

this User Manual and the user manuals of other devices carefully before use, and operate according to 

the regulations. 

Store all relevant user manuals in a safe and accessible place. If you have any questions or comments 

about the contents of this product’s User Manual, contact Zhuhai Seesheen Medical Technology Co., 

Ltd. 

This manual is described according to the highest configuration of the device, and the functional 

configuration of the device is subject to actual conditions. 

User Qualification 

The operator of this product must be a doctor who has been approved by the medical safety supervisor 

of the hospital, or a doctor who has been designated by the director of the user department based on 

the difficulty of the technology used and is capable of performing the intended operation safely 

according to official regulations. 

Supporting Equipment 

Refer to Chapter 1 “Validation of Articles in the Box” to validate whether this product is compatible 

with the supporting equipment in use. The use of incompatible equipment may result in injury to the 

patient or operator or damage to the equipment. 
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This product complies with the EMC standard for medical electrical equipment: IEC/EN 60601-1-2. 

However, if it is used in conjunction with other versions of equipment complying with the EMC 

standard for medical electrical equipment, the entire system meets the minimum version requirements 

of the supporting equipment: version 1 (IEC 60601-1-2:1993), and the entire system meets version 1 

(see Appendix for EMC compliance levels). 

The ports of the interconnecting equipment must meet the double isolation between the power grid 

and the instrument. 

Cleaning, Disinfection and Sterilization Before Initial Use/Cleaning, 

Disinfection, Sterilization and Storage After Use 

This product has not been cleaned, disinfected or sterilized before shipment. Prior to initial use, 

cleaning, disinfection, and sterilization shall be performed as described from Chapter 5 “Cleaning, 

Disinfection, and Sterilization: General” to Chapter 7 “Cleaning, Disinfection, and Sterilization 

Procedures”. 

After use, cleaning, disinfection, sterilization, and storage shall be performed as described from 

Chapter 5 “Cleaning, Disinfection, and Sterilization: General” to Chapter 8 “Storage, Handling and 

Disposal Outside the Hospital”. Inadequate cleaning, disinfection, and sterilization or improper 

storage may result in a risk of infection and lead to equipment damage or reduced performance. 

Standby Equipment 

Be sure to prepare standby equipment or equipment with similar functions to avoid accidents when 

the equipment fails or malfunctions during operation. 

Maintenance and Care 

The failure rate of Flexible video rhinolaryngoscope and supporting equipment increases with the 

increase of operation times and accumulative service time. In addition to the inspection before each 

use, the personnel responsible for the maintenance of the medical device shall also regularly inspect 

the parts mentioned in this User Manual. If an abnormality is observed in the Flexible video 

rhinolaryngoscope, do not use it. It shall be inspected as described in Section 9.1 “Troubleshooting 

Guide”. If any abnormality is still observed after inspection, contact our company. 

When the equipment in need of repair is returned to SEESHEEN, SEESHEEN shall provide circuit 

diagrams, component part lists, descriptions, calibration instructions to assist to SERVICE 

PERSONNEL in parts repair. 

Prohibition of Improper Maintenance and Modification 

This product does not contain any parts that can be repaired by the user. Do not disassemble, modify, 

or attempt to repair, otherwise, it may cause injury to the patient or damage to the equipment.  

The equipment disassembled, repaired or modified by technicians not authorized by the company will 

not belong to the warranty scope of the company and will no longer enjoy any warranty of the 
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company. 

Interface Connection Description 

The handle connection base is only used to connect the Waterproof cap or video connector provided 

by our company: 

– This seat is connected to the Waterproof cap before the product is conducted with liquid 

disinfection or sealing test; 

– Before the product is used, this seat is connected to the 20 Pin video connector of the video 

adapter cable. 

 

Symbol Description 

Use the following symbols in this User Manual: 

                      It indicates an urgent and dangerous situation. If not avoided, it can lead to 

death or serious injury. 

It indicates a potential hazard. If not avoided, it can lead to death or serious 

injury. 

It indicates a potential hazard. If not avoided, it may result in mild or moderate 

injury. It is also used to warn against unsafe operations or potential damage to 

equipment. 

                      It indicates additional help information. 

 

Warnings and Precautions 

Strictly follow the following warnings and precautions before using this product. This will be 

supplemented in future chapters. 

 After use, cleaning, disinfection, sterilization, and storage shall be 

performed as described from Chapter 5 “Cleaning, Disinfection, and 

Sterilization: General” to Chapter 8 “Storage, Handling and Disposal 

Outside the Hospital”. Inadequate cleaning, disinfection, and sterilization or 

improper storage may cause cross infection or infection of patients. 

 Do not hit, bump, or drop the Front tip, insertion section, bending section, 

and operation section of the Flexible video rhinolaryngoscope. Meanwhile, 

do not bend, pull or entangle the Front tip, insertion section, bending section, 

and operation section with force, otherwise the Flexible video 

rhinolaryngoscope will be damaged. In addition, it may cause the electronic 

nasopharyngoscope parts to fall off into the patient. 

Danger 

Warning 

Note 

Description 

Warning 
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 Do not bend with force or suddenly. Do not pull, twist, or rotate angled 

bending section with force. Otherwise, it may result in injury to the patient 

and the inability to straighten the bending section during the inspection. 

 When the bending section is at an angle, do not insert or withdraw the 

insertion section of the Flexible video rhinolaryngoscope. Otherwise, it may 

result in injury to the patient. 

 The bending section can only be bent up or down. When inserting or 

withdrawing and operating the Flexible video rhinolaryngoscope, the 

bending direction of the Flexible video rhinolaryngoscope shall be fully 

considered. When inserting or withdrawing the Flexible video 

rhinolaryngoscope, do not apply excessive force to the right or left direction, 

otherwise the patient may be injured. 

 When a clear Flexible video rhinolaryngoscope image is not obtained, do 

not operate the bending section, insert or withdraw the insertion section of 

the Flexible video rhinolaryngoscope, or use the accessories. Otherwise, it 

may result in injury to the patient. 

 When the image is frozen, do not operate the bending section, insert or 

withdraw the insertion section of the Flexible video rhinolaryngoscope, or 

use the accessories. Otherwise, it may result in injury to the patient. 

 Do not insert or pull out the insertion section suddenly or with force. 

Otherwise, it may result in injury to the patient. 

 When it is difficult to insert the Flexible video rhinolaryngoscope, do not 

insert with force, but stop the operation instead. Forcible insertion may 

result in injury to the patient. 

 Although the illuminating light from the head section of the Flexible video 

rhinolaryngoscope is necessary for the observation and treatment of the 

Flexible video rhinolaryngoscope, at the same time, the illuminating light 

will cause the light window to heat up and thus cause high-temperature 

hazards, thereby causing injury to the living tissue, such as burning of the 

living tissue, etc. 

The following precautions shall be followed during illumination. 

– Do not continue to approach for observation, or expose the Front 

tip of the Flexible video rhinolaryngoscope to the living tissue for 

a long time. 

– Take the minimum level of illumination necessary for observation 
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and treatment. 

– When the Flexible video rhinolaryngoscope is not used for the 

time being, the Flexible video rhinolaryngoscope shall be turned 

off to avoid unnecessary illumination causing the temperature of 

the lighting window to rise. 

 If the USB video adapter cable provided with the Flexible video 

rhinolaryngoscope is wet, do not connect it to the supporting Flexible video 

rhinolaryngoscope and monitor. Otherwise, it may cause electric shock, 

damage the Flexible video rhinolaryngoscope, and seriously endanger the 

safety of patients and/or users. 

 If liquid enters the Flexible video rhinolaryngoscope, immediately 

disconnect the Flexible video rhinolaryngoscope from the interconnecting 

equipment to prevent fire or electric shock. Do not use the Flexible video 

rhinolaryngoscope if liquid has penetrated into it, as its internal structure 

may be damaged. 

 The applied parts of the Flexible video rhinolaryngoscope are Type BF 

applied parts. When the Flexible video rhinolaryngoscope is matched with 

the Flexible video rhinolaryngoscope accessories with energy, it will cause 

the patient leakage current of the Flexible video rhinolaryngoscope to 

increase and may exceed the allowable value, thereby causing harm to the 

patient. 

 Do not make the coiled diameter of the insertion tube less than 12cm, 

otherwise it will cause damage to the equipment. 

 Do not try to bend the insertion section of the Flexible video 

rhinolaryngoscope with force. Otherwise, it may cause damage to the 

insertion section. 

 Do not hit the Front tip of the insertion section, especially the surface of the 

objective lens of the Front tip, otherwise it will cause framing failure. 

 Do not twist or bend the bending section, otherwise it will damage the 

equipment. 

 Do not subject the Front tip of the insertion tube to electric shock, especially 

at the camera lens of the Front tip. Otherwise, it may cause abnormal 

images. 

 When the image of the Flexible video rhinolaryngoscope cannot be 

displayed on the display screen of the supporting equipment, the chip on the 

Front tip of the insertion tube may be damaged. Power off the monitor 

Note 



 

7 

immediately. Continued power supply can overheat the Front tip and thus 

burn the patient and/or operator. 

 If the endoscope image becomes dim during use, it may be caused by blood 

or tissue mucus on the LED lamp at the Front tip of the endoscope. 

Carefully withdraw the electronic endoscope from the patient to remove 

blood and mucus, thereby obtaining the best illumination effect and ensuring 

the safety of the examination. If you continue to use the electronic 

endoscope in which the illumination light is blocked, the temperature of the 

Front tip will increase, which may cause patient tissue burns. 

 The normal cleaning, disinfection and sterilization process may affect the 

Front tip of the Flexible video rhinolaryngoscope. For example, the lens of 

the Front tip may be fogged inside, which will blur the image. If the image is 

blurred, do not use this Flexible video rhinolaryngoscope. 

 Before connecting or disconnecting the supporting equipment, make sure 

that the equipment is turned off. 

 Do not press the bending section with force, otherwise the rubber on the 

surface of the bent section will be deformed or cracked, which may cause 

water leakage. 

 Electromagnetic interference may occur when the product is used near 

equipment marked with the following symbols or portable or mobile 

RF(radio frequency) communication equipment (such as mobile phones). In 

case of electromagnetic interference, necessary mitigation measures can be 

taken, such as adjusting the direction and position of the equipment or 

shielding the use space. 

 In order to check for electromagnetic interference from other equipment 

(any equipment other than the equipment or components constituting the 

system), the system shall be observed to see if it is working normally in the 

operating environment. 

 This product complies with the EMC standard for medical electrical 

equipment: IEC/EN 60601-1-2. However, if it is used in conjunction with 

other versions of equipment complying with the EMC standard for medical 

electrical equipment, the entire system meets the minimum version 

requirements of the supporting equipment: version 1 (IEC 60601-1-2:1993). 

 The equipment interconnected with the Flexible video rhinolaryngoscope 

shall comply with IEC/EN 60601-1. The port connecting the interconnection 

equipment and the Flexible video rhinolaryngoscope must meet the double 

isolation requirements between the power grid and the instrument. 

 It is forbidden to maintain the product during use to avoid injury to the 
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patient. 

Preventive Measures for Disappearance or Freezing of Flexible video 

rhinolaryngoscope Images 

 If the image of the Flexible video rhinolaryngoscope disappears 

unexpectedly, or the frozen image cannot be restored to the real-time display 

working state, you must stop using it immediately and withdraw the Flexible 

video rhinolaryngoscope from the patient as described in Section 9.2 

“Withdrawing an Abnormal Flexible video rhinolaryngoscope”. In this case, 

continued use of accessories, manipulation of bending section, insertion or 

extraction of Flexible video rhinolaryngoscope may result in injury to the 

patient. 

 Follow these precautions when operating these instruments. Otherwise, the 

image of the Flexible video rhinolaryngoscope may disappear unexpectedly, 

or the frozen image cannot be recovered during the inspection. 

– Do not bend, hit, or twist the insertion section or operation section. 

Otherwise, the Flexible video rhinolaryngoscope may be damaged, 

causing water leakage or damage to the internal components, such as 

imaging components or circuits. 

– Before inserting the Flexible video rhinolaryngoscope via mouth, if 

necessary, put a mouth guard in the patient’s mouth to prevent the 

patient from accidentally biting the insertion section. Biting the 

insertion section may cause damage to the image lead and damage to 

the insertion tube. 

– Do not use the Flexible video rhinolaryngoscope if bubbles continue to 

emerge from the Flexible video rhinolaryngoscope during a leak test. 

Otherwise, water may enter the instrument and cause a short circuit. 

This will cause circuit damage. 

Examples of Improper Operation 

Senior experts have the responsibility to teach the technology of clinical Flexible video 

rhinolaryngoscope examination. Only through the correct operation of the physician and reliable 

medical device, can we ensure the safety of the patient during the Flexible video rhinolaryngoscope 

examination. Here are some examples of improper operation. 

 In the case that the visual field of the Flexible video rhinolaryngoscope is 

not clear, insertion and extraction may cause injury to the patient. 

 In the case that the visual field of the Flexible video rhinolaryngoscope is 

Warning 
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not clear, insertion or extraction of the Flexible video rhinolaryngoscope, or 

operation of the bending section may cause injury to the patient. 

 

Light Emitting Diode (LED) 

The LED is built into the equipment and is basically safe for the eyes. However, if you look directly 

at the LED for a long time, the light emitted may damage your eyes. Maintenance personnel, sellers 

and others who need this Manual shall read it in detail. 

 Failure to use the control or adjustment device or to perform each step in 

accordance with the Manual may cause harmful radiation exposure. 

 Protect your eyes or skin from direct or scattered light. 

 The patient shall use this product under the conditions of not violating the 

taboo of this manual. The expected contact time with the product is 1min≤

T≤10min as the LED light surface temperature could reach maximum 55°

C (131°F) under severe environment with temperature of 40℃ (104℉). 

 When the LED light's surface temperature reaches 41℃(106℉), it may burn 

the patient. So please keep the maximum distance and apply the shortest 

time required for observation. Please avoid close distance for static 

observation or exposing the mucous membrane to the front end of the 

endoscope for too long. 

Warning 

Note 
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Chapter 1 Validation of Articles in the Box 

 

Validate the articles in the box against the following figure, and check whether each article is 

damaged. If you find any equipment damage, missing parts or you have any questions,do not use this 

product, and contact us immediately. This product has not been disinfected or sterilized before shipment. 

Prior to initial use, cleaning, disinfection, and sterilization shall be performed as described from 

Chapter 5 “Cleaning, Disinfection, and Sterilization: General” to Chapter 7 “Cleaning, Disinfection, and 

Sterilization Procedures”. 

Articles in the box Schematic diagram 

Flexible video 

rhinolaryngoscope 

 

USB video adapter cable 

 

Waterproof cap 

 

Portable air pressure leak 

detector 

 

User Manual 

 

Table 1.1 
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Chapter 2 Part Names and Specifications 

2.1 Part Name 

 

 

2.Waterproof cap 

1. Leak detector connection base 

3.Handle connection base 

5.Operating button 

4.Angle handle 

 

6.Bending section 

7. Front tip 

 

8.USB video adapter cable 

 

Operation

section 

Insertions

ection 
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2.2 Part Function 

1. Leak Detector Connection Base 

The leak detector connection base is connected to a portable air pressure leak detector to detect 

whether the operating handle leaks water. 

2. Waterproof cap 

Before the liquid disinfection or the sealing test, the waterproof cover must be installed, and the 

waterproof cover must be removed before the operating handle is connected to the monitor. This 

cover is used for sealing protection of the operating handle.   

3. Handle Connection Base 

It is used to connect a waterproof cover or video connector: 

– This seat is connected to the waterproof cover before the product is conducted with 

liquid disinfection or sealing test; 

– Before the product is used, this seat is connected to the video connector for 

transmitting image signals;   

4. Angle Handle 

It is used to control the direction of the bending section: 

– When the angle handle is turned in the “U” direction, the bent section is bent upward. 

– When the angle handle is turned in the “D” direction, the bent section is bent downward. 

5. Operating Button  

In the process of using the product for observation, the button at the handle section can be used 

to operate the image accordingly: 

The function of the handle button 1 is as follows: 

– Press the button to perform white balance on the image, which is used to readjust the white 

balance standard displayed by the endoscope system. 

Note: The optimal white balance value is locked for each product when it leaves the factory, and 

it is not recommended to use this function unless necessary. 

The function of handle button 2 is as follows: 

– Hold and press to adjust the brightness of the front tip LED light, and release button to 

restore the brightness of the initial setting; 

The function of the handle button 3 is as follows: 



 

13 

-- Short press the button once for freezing the displayed image, and the subsequent short pressing 

of the button may unfreeze it. 

6. Bending Section 

The position of the head end of the endoscope can be adjusted by changing the vertical direction 

of the bending section by adjusting the angle handle. 

7. Front tip 

The imaging portion of the endoscope shall be protected from collision and pressure, and kept 

clean. 

8. USB Video Adapter Cable 

It is connected to a computer monitor and an operation handle for the transmission of image 

signals and video signals. 
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Descript

ion 

2.3 Specifications 

 This product’s micro camera at the Front tip of the Flexible video 

rhinolaryngoscope converts the received optical signals into electrical 

signals, which are observed on the monitor by connecting a computer. This 

product contains no optical fiber bundles. 

Environmental Conditions:  

Ambient temperature:       5°C~40°C 

Normal operating conditions             Atmospheric pressure:       700hPa~1060hPa 

                      Relative humidity:          30%-85% 

Ambient temperature:       -20°C~+50°C 

Storage and transportation               Atmospheric pressure:       500hPa~1060hPa 

                      Relative humidity:           5%~95% 

 

Safety Specifications: 

This product is classified according to the standard IEC/EN 60601-1 as follows: 

Classification in accordance with the electric shock 

protection type 
/ 

Classification in accordance with the degree of electric 

shock protection 
Type BF applied part 

Classification in accordance with the explosion 

protection level 

Equipment not suitable for use in areas 

with flammable anesthetic gases 

Classification in accordance with the degree of 

protection against harmful ingress 

IPX7 (suitable for use with a Waterproof 

cap installed) 

Classification in accordance with the disinfection 

method 

Equipment recommended by the 

manufacturer for disinfection method 

Classification in accordance with the operation mode / 

 

 

 

 

 

 

 

Description 
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EN-E19H Product Model Parameters 

Model EN-E19H 

Max diameterof the insertion section ≤4.0mm 

Outer diameter of front tip 

（Tolerance + 5%, Do not count the lower limit） 
3.6mm 

Outer diameter of main hose 

（Tolerance +10%, Do not count the lower limit） 
3.4mm 

ID of the equipment channel No channel 

Field of view 

(tolerance ± 15%) 
100° 

Angle of view 

(tolerance ± 10°) 
0° 

Depth of field 3～100mm 

Bending angle of the bending section 

(tolerance ± 15°) 

Up140°/ 

Down140° 

Effective length of the insertion tube 

(tolerance ± 10%) 
300mm 

    Electrical Ratings 5.0DC, 500mA, 2.5W 

 

 

 The connection power supply of the USB video adapter cable used must be 

SELV 
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Compatible Supporting Equipment Specifications 

 

Compatible computer system: windows 10 of Lenovo 

Compatible software：Computer comes with camera 

 

 The Flexible video rhinolaryngoscopeis not compatible with the computer 

equipment of the IOS system, otherwise it will cause damage to the patient 

or equipment. 

 Computer monitor match with our electronic endoscope must pass the 

testing requirements of IEC 60601-1 and IEC60601-1-2 standards to avoid 

injury. 

 For a detailed description of the supporting equipment, refer to its User 

Manual. 

 The product should use the recommended PC and designated system. If 

other PCs and systems are used, the user needs to conduct electrical safety 

related tests, otherwise there may be a risk of incompatibility. 

 The product contains embedded software,the version number is U400 

_V1.0.0. 
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Chapter 3 Preparation and Inspection 

 

Prior to each use, the instrument must be prepared for inspection in accordance with the following 

regulations. In addition, other equipment used in conjunction with the instrument shall be inspected in 

accordance with the regulations of the User Manual. If any equipment abnormality is found after the 

inspection, refer to Chapter 9 “Troubleshooting” for troubleshooting. If there is still a problem with 

the equipment, do not use the instrument and return it to our company for repair in accordance with 

Section 9.3 “Rework of Flexible video rhinolaryngoscope”. 

 The use of a malfunctioning Flexible video rhinolaryngoscope may 

endanger the patient’s safety and lead to increased equipment damage. 

 This product has not been cleaned, disinfected or sterilized before shipment. 

Prior to initial use, cleaning, disinfection, and sterilization shall be 

performed as described from Chapter 5 “Cleaning, Disinfection, and 

Sterilization: General” to Chapter 7 “Cleaning, Disinfection, and 

Sterilization Procedures”. 

3.1 Preparation of Equipment 

Before each use, prepare an Flexible video rhinolaryngoscope, a computer and personal protective 

equipment such as goggles, mask, waterproof clothing and protective gloves according to the actual 

situation. Personal protective equipment shall be suitable in size and long enough to prevent skin 

exposure. Refer to the User Manual of the respective equipment. 

 

 According to the actual situation, the Flexible video rhinolaryngoscope in 

Figure 3.1 is selected to connect and use the supporting equipment 

according to Section 2.4 “Supporting Product Specifications”. 
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Figure 3.1 Flexible video rhinolaryngoscope and accessories 

USB video adapter cable 

Flexible video rhinolaryngoscope 

Waterproof cap   
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3.2 Product Assembly 

1. Insert the aviation plug of the Flexible video rhinolaryngoscope into the 20P aviation socket of the 

matching connected equipment, after the connection is completed. Before insertion, the arrow mark of 

the aviation plug must be aligned with the No. ①function button and inserted until a click sound is 

heard. 

 

 

 

 

 

 

 

 

 

 

Figure 3.2 
2. Connect the USB interface of the matching equipment to the monitor and turn on the power of the 

device. The real-time image of the Flexible video rhinolaryngoscope should be displayed on the monitor. 

3.3 Inspecting the Front tip 

When the operating handle is connected to the computer, check the following. 

1. Validate that the LED lamp on the Front tip of the Flexible video rhinolaryngoscope is on. 

(As shown in Figure 3.3) 
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Figure 3.3 

2. Point the Front tip of the Flexible video rhinolaryngoscope to a suitable object and move it 

between 1cm and 6cm to confirm that the image color and brightness of the suitable object 

on the display screen are basically stable. (As shown in Figure 3.4) 

 

 

 

 

 

 

 

Figure 3.4 

 

 Under normal circumstances, the image color has been adjusted to the best 

at the factory, and no additional adjustment is required. If you feel the image 

color of the Flexible video rhinolaryngoscope is abnormal, refer to the 

“White Balance Adjustment” section for white balance adjustment. 

3. Place the Front tip of the Flexible video rhinolaryngoscope on the palm to make sure that 

the images of the Flexible video rhinolaryngoscope are free of noise, stains, blurs, or other 

abnormalities. 

 

 

 

Descriptio
n 

 

 

 

Head end of the 

endoscope 

 

Inspection light 

 

1cm～6cm 
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3.4 Inspecting the Flexible video rhinolaryngoscope 

Cleaning and disinfection or sterilization shall be performed as described from Chapter 5 “Cleaning, 

Disinfection, and Sterilization: General” to Chapter 7 “Cleaning, Disinfection, and Sterilization 

Procedures”. 

Inspecting the Flexible video rhinolaryngoscope 

1. Inspect the operation section and monitor for scratches, deformation, loose parts or other 

abnormalities. 

2. Inspect for bending, twisting or other abnormalities at the protection sleeve and the 

insertion section near the protection sleeve. 

3. Inspect the entire insertion section surface including the bending section and Front tip for 

dents, bumps, swelling, scratches, holes, slack, deformation, bending, adhesion of foreign 

matters, detachment of parts, protrusion of foreign matters, or other abnormalities. 

4. Hold the operation section with one hand, and gently tap the entire surface of the insertion 

section back and forth in both directions with the other hand (as shown in Figure 3.5). 

Confirm that there are no objects or wires protruding from the insertion section, and that the 

insertion tube is not abnormally stiff. 

 

Figure 3.5 

5. Inspect the surface rubber of the bending section for slack, swelling, cuts, holes, or other 

abnormalities. 
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6. Use both hands to bend the insertion tube of the Flexible video rhinolaryngoscope into a 

semicircle. Then, move your hands as shown by the arrow shown in Figure 3.6 to confirm 

that the entire bending tube can be smoothly bent into a semicircle. 

 

Figure 3.6 

 

7. Gently hold the middle of the bending section and 10cm away from the Front tip, and push 

gently to confirm that the bending section is firmly connected to the insertion tube without 

loosening. 

8. Inspect the Front tip of the insertion section of the Flexible video rhinolaryngoscope for 

scratches, cracks and smudges, and the surrounding of the lens for gaps, or other 

abnormalities. 

Inspecting the Bending Function 

When the bending section is in a straight state, check the following. 

 If the motion of the angle handle is too loose or not smooth, or the bending 

section is not bent smoothly, the bending function may be abnormal. In this 

case, do not use the Flexible video rhinolaryngoscope as the bending section 

may not be straightened during the inspection. 

1. Rotate the angle handle slowly to the end of each direction, and then return to its natural 

position. Make sure that the bending operation of the bending section is smooth and normal, 

and that it is able to achieve maximum amplitude and return to its natural position. 

2. As shown in Figure 3.7, when the angle handle is moved to a natural position, confirm that 

the bending section can smoothly return to a nearly straight state. 
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Figure 3.7 

 

 

3.5 Preparation and Inspection of Accessories 

Preparation of Accessories for Inspection 

Waterproof cap. 

Clean and disinfect the Waterproof cap as described from Chapter 5 “Cleaning, Disinfection, and 

Sterilization: General” to Chapter 7 “Cleaning, Disinfection, and Sterilization Procedures”. 

 

 

 

 

 

 

 

 

 

 

Center position 
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Chapter 4 Functions and Operations 

 

This User Manual does not explain or discuss any clinical Flexible video rhinolaryngoscope surgery, 

but only introduces the basic operations and precautions related to the use of this instrument. 

Therefore, the operator of this instrument must be a physician or a medical staff under the supervision 

of a physician, and they must be adequately trained in clinical Flexible video rhinolaryngoscope 

technology. 

 

 Try to use the shortest time and proper distance that can meet the needs of 

accurate observation. Do not observe statically at close range, and do not 

allow the Front tip of the Flexible video rhinolaryngoscope to approach the 

mucosa for too long. 

 Do not insert or pull out the Flexible video rhinolaryngoscope under the 

following circumstances. Otherwise, it may result in injury to the patient. 

– When the bending section is at an angle. 

– Insert or withdraw the Flexible video rhinolaryngoscope with excessive 

force. 

 When inserting or withdrawing and operating the Flexible video 

rhinolaryngoscope, the bending direction of the Flexible video 

rhinolaryngoscope shall be fully considered. Do not apply excessive force to 

the left or right when inserting or withdrawing the Flexible video 

rhinolaryngoscope. Otherwise, it may result in injury to the patient. 

 If any of the following circumstances occurs during the inspection, stop the 

inspection immediately, and withdraw the Flexible video rhinolaryngoscope 

from the patient as described in Section 9.2 “Withdrawing an Abnormal 

Flexible video rhinolaryngoscope”. 

– The function of the Flexible video rhinolaryngoscope is found to be 

abnormal. 

– The image of the Flexible video rhinolaryngoscope on the monitor 

unexpectedly disappears or freezes. 

– The angle control function is abnormal. 

Continued use of an Flexible video rhinolaryngoscope in such cases may 

result in injury to the patient. 

 If the image or function of the Flexible video rhinolaryngoscope is abnormal, 

Warning 
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but it can return to normal quickly, the Flexible video rhinolaryngoscope 

may be faulty. In this case, the Flexible video rhinolaryngoscope shall be 

stopped using immediately, as the abnormality may happen again, making 

the Flexible video rhinolaryngoscope unable to return to its normal state. 

Therefore, the inspection should be stopped immediately. Slowly withdraw 

the Flexible video rhinolaryngoscope while observing the image of the 

Flexible video rhinolaryngoscope. Otherwise, it may result in injury to the 

patient. 

 

4.1 Button Functions of the Operation Section 

White Balance Adjustment 

 The product has been adjusted to the best color before leaving the factory. 

Use this function with caution if there is no special requirement,otherwise 

the color may not be adjusted back to the optimal value. 

 When adjusting the white balance, an Flexible video rhinolaryngoscope in 

contact with a non-sterile object may cause cross infection. 

 When adjusting the white balance, be careful not to expose the Front tip of 

the Flexible video rhinolaryngoscope to external light. 

Otherwise, the white balance may be adjusted incorrectly.  

1. After the monitor enters preview mode, operate in accordance with Section 3.3 “Inspection 

of White Balance”. Align the Front tip of the insertion section with a white object at a 

distance of 1cm to 6cm, such as white gauze or white paper. As shown in Figure 3.4. 

2. Move the Front tip of the insertion section to a position 1cm and 6cm in front of an object 

that can clearly identify the color, and confirm that the color displayed on the computer 

monitor is normal or reaches the expected color, then the white balance adjustment is 

successful. 

3. If adjustment fails, reoperate according to the Steps 1 and 2 until the white balance 

adjustment is successful. 

 

4.2 Instrument Preparation and Startup 

1 Prepare the instrument and its accessories as described in Chapter 3. 

2 After the instrument is ready, connect the Flexible video rhinolaryngoscope and the monitor, 

Warning 
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power on the monitor, and confirm that the image of the Front tip can be displayed on the 

monitor normally. 

3 Before each use of the equipment, the operator should check that the displayed image is a live 

image illuminated by the tip, and the image direction is displayed correctly. 

4 Inspect the instrument strictly in accordance with the contents described in Chapter 3 and 

confirm that the instrument is normal. 

 For the abnormal instrument, refer to Chapter 9 “Troubleshooting”for 

troubleshooting. Stop using the instrument if the abnormality cannot be 

ruled out. Otherwise, itmay result in injury to the patient. 

  If you feel the image color of the Flexible video rhinolaryngoscope is 

abnormal, refer to the “Manual Setting of White Balance” section for white 

balance setting. 

 

4.3 Insertion 

Holding and Operation of the Flexible video rhinolaryngoscope 

Hold the operation section of the Flexible video rhinolaryngoscope with your left hand, operate the 

angle handle with your left thumb, and freely operate the insertion section with your right hand (as 

shown in Figure 4.1). 

 

 

Warning 
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Insertion of the Flexible video rhinolaryngoscope 

 The shape and size of the nasal cavity are different, and the compatibility of 

nasal insertion is different in different patients. 

Prior to use, be sure to confirm whether the nasal insertion is suitable for the 

patient by the size of the patient’s nasal cavity and the size of the endoscopic 

insertion section. Otherwise, the patient may be injured, or the endoscope 

may become stuck and difficult to withdraw. 

 The nasal insertion of a Flexible video rhinolaryngoscope shall be 

performed carefully. If resistance is encountered during insertion, or if the 

patient feels pain, stop the insertion immediately. Otherwise, the patient may 

be injured, or the endoscope may become stuck and difficult to withdraw. 

 To prevent the patient from accidentally biting the insertion section during 

the examination, if necessary, it is recommended to place a dental pad in the 

patient's mouth before inserting the Flexible video rhinolaryngoscope. 

 Never apply products that are not water-soluble or contain petroleum-based 

lubricants (such as vaseline) to the Flexible video rhinolaryngoscope, as 

these products will age the rubber on the surface of the bending section and 

thus lead to elasticity loss. 

 To prevent the patient's dentures from accidentally falling out, if necessary, 

make sure that the patient removes them before the examination. 

 Do not bend the insertion section within 10cm of the protective sleeve joint. 

Otherwise, it may cause damage to the insertion section (as shown in Figure 

4.2). 

 

Figure 4.2 
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1. If necessary, use a medical water-soluble lubricant at the insertion section. 

2. If necessary, place a dental pad between the patient's teeth with the outer edge facing the 

outside of the patient's mouth. 

3. When extending the Front tip of the Flexible video rhinolaryngoscope from the patient's 

mouth or nose to the larynx, be sure to observe the image of the Flexible video 

rhinolaryngoscope. 

Bending Angle of the Front tip 

 Do not hit the angle with excessive force, otherwise the guide wire that 

controls the bending section will bear a large load. This may cause the guide 

wire to stretch or break, affecting the function of the bending section. 

Operate the angle handle as needed to guide the insertion and observation of the Front tip. 

 

Image Observation of the Flexible video rhinolaryngoscope 

 When it is difficult to see clearly due to the light reflection of the display 

screen, adjust the angle of display screen placement. Continued use of the 

instrument while the image is unclear may cause injury to the patient. 

 Always observe the image of the Flexible video rhinolaryngoscope while 

operating the angle handle. 

 

4.4 Withdrawal of the Flexible video rhinolaryngoscope 

 If blood is accidentally adhered to the surface of the insertion section when 

the Flexible video rhinolaryngoscope is withdrawn, the condition of the 

patient shall be carefully checked. 

 If the Flexible video rhinolaryngoscope cannot be smoothly withdrawn from 

the patient, do not force it out. Forcing an Flexible video rhinolaryngoscope 

out may result in injury to the patient. 

1. Carefully withdraw the Flexible video rhinolaryngoscope while observing the image of the 

Flexible video rhinolaryngoscope. 

2. Turn off the instrument and the supporting equipment.

Note 

Warning 

Warning 
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Chapter 5 Cleaning, Disinfection, and 

Sterilization: General 

5.1 Points for Cleaning, Disinfection, and Sterilization 

Medical literature records incidents of cross infection of patients due to improper cleaning, 

disinfection, or sterilization. It is strongly recommended that all personnel engaged in cleaning, 

disinfection, or sterilization must carefully follow the instructions in this Manual and the instructions 

for use of all auxiliary equipment, and fully understand the following: 

– Occupational health and safety regulations at your hospital. 

– Cleaning, disinfection and sterilization procedures for individual equipment. 

– Structure and operation of the Flexible video rhinolaryngoscope equipment. 

– Use of relevant chemicals.  

Make a professional judgment on the type and conditions of the cleaning, disinfection and 

sterilization methods used. 

Refer to cleaning, disinfection, and sterilization standards for the country where the product is used. 

Contact your local health agency for local standards and regulations. 

 

5.2 Precautions 

 After each examination, if the Flexible video rhinolaryngoscope equipment 

is not effectively cleaned, disinfected and sterilized, it will endanger the 

patient's safety. To reduce the risk of cross infection, after each case of 

examination, the Flexible video rhinolaryngoscope must be thoroughly 

cleaned and then disinfected or sterilized as described in Chapter 7 

“Cleaning, Disinfection, and Sterilization Procedures”. The external surface 

of the Flexible video rhinolaryngoscope shall be cleaned, disinfected and 

sterilized. 

 The Flexible video rhinolaryngoscope must be cleaned, disinfected or 

sterilized during each cleaning, disinfection and sterilization process. 

Otherwise, improper cleaning, disinfection, and sterilization of the Flexible 

video rhinolaryngoscope may pose a risk of infection for the next patient or 

operator who uses the Flexible video rhinolaryngoscope. 

 If the Flexible video rhinolaryngoscope is not thoroughly cleaned, it will not 

Warning 
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be effectively disinfected or sterilized. Before disinfection or sterilization, 

the Flexible video rhinolaryngoscope and accessories shall be thoroughly 

cleaned to remove microorganisms or organic substances that affect the 

disinfection or sterilization effect. 

 Before using the Flexible video rhinolaryngoscope cleaning machine, it shall 

be confirmed that it can clean, disinfect and sterilize the Flexible video 

rhinolaryngoscope. If you are not sure whether the Flexible video 

rhinolaryngoscope cleaning machine can clean and disinfect the Flexible 

video rhinolaryngoscope, contact the manufacturer of the Flexible video 

rhinolaryngoscope cleaning machine for specific instructions for use or 

connector information. Improper cleaning and disinfection or sterilization of 

the Flexible video rhinolaryngoscope may pose a risk of infection for the 

next patient who uses the Flexible video rhinolaryngoscope. 

 This User Manual specifies the chemical preparations suitable for cleaning, 

disinfection and sterilization, and can be used in combination with the 

Flexible video rhinolaryngoscope, as well as some chemical preparations 

and Flexible video rhinolaryngoscope cleaning and disinfection machines 

that cannot be used with the Flexible video rhinolaryngoscope. For chemical 

preparations and Flexible video rhinolaryngoscope cleaning and disinfection 

machines not shown in this Manual, contact our company or our designated 

service center and our sales representatives. Improper use of chemical 

preparations or Flexible video rhinolaryngoscope cleaning and disinfection 

machines may cause damage to the Flexible video rhinolaryngoscope 

equipment. When using these chemical preparations and Flexible video 

rhinolaryngoscope cleaning and disinfection machines, follow their own 

user manuals. The company cannot guarantee the cleaning, disinfection and 

sterilization effects of these chemical preparations and Flexible video 

rhinolaryngoscope cleaning and disinfection machines. Contact the 

manufacturers of its chemical preparations and Flexible video 

rhinolaryngoscope cleaning and disinfection machines for validation. 

 Patient debris or chemical preparations used for cleaning, disinfection, and 

sterilization are hazardous. Personal protective equipment shall be worn to 

protect against hazardous chemical preparations and potentially infectious 

substances. When cleaning, disinfecting or sterilizing, wear appropriate 

personal protective equipment such as goggles, mask, waterproof clothing 

and protective gloves. 

 Be sure to flush the chemical preparations thoroughly. Flush the external 

Note 
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surface and the cleaning and disinfection equipment of the Flexible video 

rhinolaryngoscope thoroughly with deionized water (Aq.Dest.) to remove 

any remaining chemical preparations. 

 Attention must be paid to ventilation in the cleaning and disinfection rooms. 

Adequate ventilation helps prevent the build-up of harmful chemical 

preparation vapor. 

 Store alcohol in airtight containers. If alcohol is stored in an open container, 

it is easy to cause a fire and will be invalidated by volatilization, and it shall 

be stored in a closed container. 

 Before performing manual cleaning, make sure that the Flexible video 

rhinolaryngoscope has been conducted with leakage test. If a leak is tested, 

do not use the Flexible video rhinolaryngoscope. Using a leaked endoscope 

may cause the endoscope image to disappear suddenly, damage to the 

bending function, or other functional abnormalities. 

 Prior to each use, make sure that the equipment has been properly cleaned, 

disinfected or sterilized. If it is found that the equipment has not been 

properly cleaned, disinfected and sterilized, it shall be cleaned, disinfected 

and sterilized again according to the instructions in this Manual. 

 The cleaning, disinfection and sterilization methods described in this User 

Manual cannot destroy or inactivate the pathogenic substances of 

Creutzfeldt-Jakob disease (CJD). During the use of this product in patients 

with CJD or variant Creutzfeldt-Jakob disease (vCJD), make sure to take 

proper measures to dispose of this product immediately after using this 

product for such patients. Regarding the method of handling CJD, follow the 

relevant regulations in your country. 

 This equipment is not durable or does not have the durability that violates 

the regulations of destruction or protection points in each country. Contact 

Seesheen for information on the durability of each method. Seesheen does 

not guarantee the efficacy, safety and durability of the product if the cleaning, 

disinfection and sterilization methods not mentioned in this Manual are used. 

Prior to use, make sure that the equipment is free of abnormalities and use it 

under the guidance of a responsible physician. Never use malfunctioning 

equipment. 

 Leak test must be performed to avoid malfunction of the endoscope. Use of 

a leaking endoscope can cause malfunctions, such as abnormal bending 

mechanical properties, etc. 
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 Before immersing the endoscope in the cleaning, disinfecting or sterilizing 

solution, make sure to install the waterproof cover to the electrical plug of 

the endoscope. 
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Chapter 6 Applicable Cleaning, Disinfection, and 

Sterilization Methods and Chemical Preparations 

 

6.1 Overview on Compatibility 

The materials and structure used by our Flexible video rhinolaryngoscope may not be suitable for 

certain cleaning, disinfection and sterilization methods. 

The company determines whether it is an effective method based on the following two points. 

– Microbial efficacy 

– Material durability 

Microbial Efficacy 

If it is stated that this method has been “certified” for microbial efficacy, it indicates that the standard 

methods described in this User Manual can successfully clean, disinfect and sterilize the equipment. 

Material Durability 

If it is stated that this method has been “validated” for material durability, it indicates that the method 

can be used for repeated cleaning, disinfection and sterilization. The mere certification of material 

durability does not indicate that the efficacy at this microbial level is validated. 

Selection of the Cleaning, Disinfection and Sterilization Methods 

The institution where the product is used uses the actual cleaning, disinfection and sterilization 

methods selected in accordance with national and local rules or regulations, and is determined by the 

disinfection control committee of the hospital where it is used. 

In conclusion, the manual or automatic cleaning method that can achieve the appropriate effect shall 

be adopted. 

Contact your local infection control agency to determine the appropriate cleaning method for the 

instrument specified in your institution. 
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Monitoring 

In accordance with national and local rules or regulations, inspect and certify the cleaning, 

disinfection and sterilization methods of reusable devices, and record the results of cleaning, 

disinfection and sterilization at regular intervals or procedures. 

Although no biological indicator is available to confirm the disinfection process, a test strip can be 

used to monitor the concentration of the disinfection preparation. Monitoring the concentrations of the 

preparations for daily use ensures that the solution does not fall below the effective concentration. 

To monitor the sterilization process, a suitable biological or chemical indicator shall be used. 

List of Compatible Methods and Chemical Preparations 

The cleaning, disinfection and sterilization methods and preparations listed in this table have been 

verified. 

Nameofdevice Name of formulation Compatibility 

Flexible video rhinolaryngoscope 

Detergent 

(multi-enzyme washing solution) 
Pass 

Disinfectant 

(o-phthalaldehyde) 
Pass 

Disinfectant 

(Peroxyacetic acid) 
Pass 

Sterilizing agent 

(Peroxyacetic acid) 
Pass 

Table 6.1 

 Do not apply steam sterilization (high-temperature autoclaving) to the 

Flexible video rhinolaryngoscope. Steam sterilization (high-temperature 

autoclaving) may cause damage to the Flexible video rhinolaryngoscope. 

 

6.2 Washing solution 

Use medical, low-foaming detergents (pH-neutral detergents or enzyme-containing detergents) and 

follow the manufacturer's recommended dilution method and temperature. 

 Excessive detergent foam will prevent the liquid from making full contact 

with the Flexible video rhinolaryngoscope, which will reduce the cleaning 

effect. 

 Certified detergents that comply with national and local rules or regulations 

must be used. Insufficient cleaning preparations may pose a risk of infection. 

Warning 
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 Never reuse the detergent. 

 The manufacturer must use a detergent that is compatible with the Flexible 

video rhinolaryngoscope cleaning equipment and has been certified by an 

authority. Incompatible detergents may cause significant damage to Flexible 

video rhinolaryngoscope and accessories. 

6.3 Disinfecting (sterilizing) agents 

In general, based on the manufacturer’s instructions for use, both o-phthalaldehyde and peroxyacetic 

acid solutions are suitable for disinfection of our Flexible video rhinolaryngoscope, and peroxyacetic 

acid can be used for sterilization of theFlexible video rhinolaryngoscope. If disinfecting (sterilizing) 

agents are used repeatedly, their effectiveness should be tested periodically using the manufacturer’s 

recommended test strips. Never use solutions that have exceeded their expiration date. 

 

 Never use an Flexible video rhinolaryngoscope that has been disinfected 

with alcohol only. 

 It is necessary to use a disinfecting (sterilizing) agent that has been 

confirmed by the manufacturer to be compatible with the Flexible video 

rhinolaryngoscope and certified by relevant authorities; incompatible 

disinfectant can significantly damage the Flexible video rhinolaryngoscope 

and its accessories. 

 For information on concentration, temperature, and soak time, refer to the 

disinfectant manufacturer’s instructions for use and do not exceed the limit 

specified by the manufacturer. 

 

6.4 Flushing Water 

The flushing water shall use sterilized deionized water (Aq. Dest.) that meets the standards. It is also 

possible to use treated (e.g., filtered) water which has improved microbial quality. If you flush with 

non-sterile water after manual or automatic disinfection, gently wipe the endoscope with 75% ethanol 

and flush to prevent the proliferation of residual bacteria. The water quality chosen by your institution 

shall be confirmed by national and local rules or regulations and the infection control committee of 

your hospital. 

 Due to the possibility of chlorination, do not use tap water to flush the 

equipment. 

 Never reuse the flushing water. 

Note 
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Chapter 7 Cleaning, Disinfection, and 

Sterilization Procedures 

 

 The Flexible video rhinolaryngoscope must be cleaned and disinfected or 

sterilized during each cleaning, disinfection and sterilization processing. 

Otherwise, improper cleaning and disinfection or sterilization of the Flexible 

video rhinolaryngoscope may pose a risk of infection for the next patient or 

operator who uses the Flexible video rhinolaryngoscope. 

 Do not make the coiled diameter of the insertion section of the Flexible 

video rhinolaryngoscope less than 12cm, otherwise it may cause damage to 

the equipment. 

 The air pressure or water pressure shall not exceed 0.2MPa during 

ventilation or lavage of the Flexible video rhinolaryngoscope. Excessive 

pressure may damage the Flexible video rhinolaryngoscope. 

 Before immersing the Flexible video rhinolaryngoscope in detergent or 

disinfectant, confirm that the leak detection cap is installed on the Flexible 

video rhinolaryngoscope. Otherwise, water will seep inside the Flexible 

video rhinolaryngoscope and cause damage. 

This Chapter includes cleaning, disinfection, and sterilization procedures for Flexible video 

rhinolaryngoscope equipment related to patient safety and health.  

 

7.1 Required Cleaning, Disinfection and Sterilization Equipment 

Preparation of Equipment 

Before cleaning, disinfection or sterilization, prepare the equipment shown in (Table 7.1). 

 Use a basin that is at least 50cm×50cm (20"×20") in size and deep enough to 

fully soak the entire Flexible video rhinolaryngoscope. Failure to safely soak 

the Flexible video rhinolaryngoscope may reduce the effectiveness of 

cleaning, disinfection, and sterilization. 

 

 

Warning 
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 Waterproof cover 
 Portable air pressure 

leak detector 
 Small basin 

 Detergent 
 Large basin for rinsing 

and leak detection 
Sterile lint-free cloth 

 Rinse water 
 Deionized water (Aq. 

Dest) 
 Clean lint-free cloth 

 75% ethanol or isopropyl 

alcohol 
 Sterile water  Sterile cotton swabs 

 Disinfectant/sterilization 

solution 

Personal protective 

equipment 

Water basin with sealed lid, 

size at least 50cm x 50cm 

(20" x 20") 

Table 7.1 

Parts and Functions of Cleaning, Disinfection, and Sterilization 

Equipment 

For inspection of other equipment not mentioned below, refer to the User Manual of the equipment 

used. 

Waterproof cap 

1. When performing liquid disinfection, the operation section interface must be equipped with a 

Waterproof cap. 

 

Figure 7.1 
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Leak Detector 

When performing a leak test on the Flexible video rhinolaryngoscope, the leak detection cover is 

installed on the connector of the leak detector, and press the bladder to check for leakage. 

Inspection of Reusable Equipment 

For inspection of other devices not mentioned below, refer to the User Manual of the equipment used. 

 All devices mentioned below are consumables. If any abnormality is found, 

use spare equipment. Using defective equipment may make it difficult to 

effectively clean, disinfect, and sterilize the Flexible video 

rhinolaryngoscope, and cause damage to the Flexible video 

rhinolaryngoscope or equipment. 

Inspection of Waterproof cap 

Validate that the Waterproof cap is free of scratches, cracks, and debris  

Check that the silicone seal in the cavity of the waterproof cover is intact. 

Inspection of Leak Detector 

1. Inspect for cracks, scratches, cracks, debris, and other damages. 

2. Press the bladder and validate that the leak detector exhausts air from the connector. 

7.2 Cleaning, Disinfection, and Sterilization Procedures 

After use, follow the procedures below to clean, disinfect and sterilize the Flexible video 

rhinolaryngoscope. 

  

Warning 
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Schematic Diagram for Cleaning, Disinfection and Sterilization Procedures of 

Flexible video rhinolaryngoscope 

 

 

 

Withdraw the endoscope 

Pre-rinsing (Section 7.3) 
 

Leak testing (Section 7.5) 
 

Manual cleaning (Section 7.6) 

 

Rinsing and drying after 

manual cleaning (Section 7.7) 

 (Section 8.7) 
 

Disinfection (Section 7.8) 
 

Sterilization (Section 7.8) 
 

Rinsing and drying after 
disinfection/sterilization 

(Section 7.9) 
 

Storage, out-of-hospital handling, and disposal (Chapter 8) 
 

Use the endoscope 
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Choose whether to use a “disinfection” or “sterilization” method in accordance with all applicable 

national and local laws and regulations. 

 All parts of the Flexible video rhinolaryngoscope must be cleaned, 

disinfected or sterilized during each cleaning, disinfection and sterilization 

process. Otherwise, improper cleaning and disinfection or sterilization of the 

Flexible video rhinolaryngoscope may pose a risk of infection for the next 

patient or operator who uses the Flexible video rhinolaryngoscope. 

 Do not skip any of the procedures described below. Otherwise, it may cause 

infection. 

 Never store sterilized devices. Use immediately after disinfection or send it 

to the sterilization room. Refer to local regulations and guidelines for use of 

stored devices. 

 Never immerse the equipment in any liquid for more than 60 minutes. If the 

immersion time is too long, the Flexible video rhinolaryngoscope may 

malfunction. 

 If local regulations/guidelines require disinfection before sterilization, 

perform sterilization after completing the procedures in Section 7.8 

“Disinfection”. 

7.3 Pre-cleaning 

Washing 

 If the Flexible video rhinolaryngoscope is not cleaned immediately after 

each operation, the residual tissue debris will solidify, and it is difficult to 

effectively clean, disinfect, and sterilize the Flexible video 

rhinolaryngoscope. 

The Flexible video rhinolaryngoscope shall be pre-washed immediately after each inspection. 

Required Equipment 

Prepare the following equipment 

 Personal protective equipment 

 Clean lint-free cloth 

Warning 

Warning 
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 Detergent 

 Deionized water (Aq.Dest.) 

Preparation 

1. Wear suitable personal protective equipment. 

2. Turn off the instrument. 

3. Remove the computer in use. 

Gently wipe the insertion section and display screen. 

 Hold the insertion section carefully. Firmly gripping or excessively bending 

the insertion section or the bending section may cause serious damage to the 

rubber on the surface of the insertion section and the bending section. 

Flush thoroughly under running water, repeatedly wipe the debris of the insertion section with gauze, 

and clean the operation section at the same time. 

 

7.4 Handling of Flexible video rhinolaryngoscope 

 Do not spill debris and pre-cleaning liquids during handling. 

 Use handling equipment to move the Flexible video rhinolaryngoscope to a 

cleaning, disinfection, and sterilization area. 

Handling in the Hospital 

1. When handling the Flexible video rhinolaryngoscope by hand, pick up the operation section 

with one hand, and carefully and firmly hold the Front tip of the insertion tube with the 

other hand, but do not squeeze (as shown in Figure 7.2). 

Note 

Description 

Warning 
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Figure 7.2 

 

2. Move the Flexible video rhinolaryngoscope from the place of use to a cleaning, disinfection, 

and sterilization area. 

 Clean, disinfect and sterilize the devices immediately after use. Do not leave 

used devices that are not cleaned, disinfected and sterilized overnight. If the 

device is left for a long time without being cleaned, disinfected and 

sterilized, the debris on the device will harden and be difficult to remove. If 

the device is immersed in the liquid for a long time without being cleaned, 

disinfected and sterilized, the humidity inside the Flexible video 

rhinolaryngoscope will cause damage to the equipment. 

 Do not hit the Front tip of the Flexible video rhinolaryngoscope during 

handling, otherwise it may cause damage to the Front tip. 

 Do not lift the Flexible video rhinolaryngoscope just by holding the insertion 

section of the Flexible video rhinolaryngoscope, otherwise it may cause 

damage to the Flexible video rhinolaryngoscope. 

 

 

Note 
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7.5 Leak Test 

After pre-cleaning, use a leak detector to perform a leak test on the Flexible video rhinolaryngoscope 

to ensure its water resistance. 

Required Appliances 

Prepare the following equipment. 

 Personal protective equipment 

 A basin that is at least 50cm×50cm (20"×20") in size and deep enough to fully soak 

the entire Flexible video rhinolaryngoscope 

 Deionized water (Aq.Dest.) 

 Waterproof cap 

 Leak detector 

 

 A Waterproof cap must be installed before soaking. Otherwise, water will 

enter the Flexible video rhinolaryngoscope and cause damage to the 

equipment. 

 Install the leak detection cover on the leak detector to the Waterproof cap, 

and screw the leak detection cover to the end. If it is not screwed in place or 

connected incorrectly, the interior of the Flexible video rhinolaryngoscope 

cannot be pressurized and accurate leak detection cannot be performed. 

 When a leak test is performed, if there are continuous bubbles coming out of 

a certain section of the Flexible video rhinolaryngoscope, it indicates a leak 

here. It indicates that water can enter the interior of the Flexible video 

rhinolaryngoscope. If a leak is found, remove the Flexible video 

rhinolaryngoscope from water and contact our company. 

 When installing the leak detection cover of the leak detector to the 

Waterproof cap, make sure that the inside of the leak detection cover on the 

leak detector and the outside of the leak detection cover are completely dry. 

Otherwise, residual water on the components may cause the Flexible video 

rhinolaryngoscope to malfunction. 

 Before immersing the Flexible video rhinolaryngoscope, be sure to remove 

the computer used with the Flexible video rhinolaryngoscope, as the monitor 

may malfunction or short-circuit due to water penetration. 

 When the leak detection cover on the leak detector is connected in place, the 

Note 

Description 
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rubber on the surface of the bending section will expand with the increase of 

the air pressure inside the Flexible video rhinolaryngoscope, which is a 

normal phenomenon. 

 

Leak Test Using A Bladder 

 Be sure to keep the leak detector completely dry. Otherwise, residual water 

on the leak detector may cause damage to the Flexible video 

rhinolaryngoscope. 

 Before removing the leak detection cover on the leak detector, open the air 

pressure leak valve. Exhaust air from the Flexible video rhinolaryngoscope 

until the display screen indicates 0mmHg. Otherwise, it may cause damage 

to the Flexible video rhinolaryngoscope. 

 Only immerse the fittings and leak detection cover of the leak detector. If 

other components of the leak detector are soaked, it may cause damage to 

the leak detector. 

 The pressure of the barometer shall not exceed220mmHg. If the pressure is 

too high, it may cause damage to the Flexible video rhinolaryngoscope. 

Rotate the air pressure leak valve to exhaust air.  

1. Wear suitable personal protective equipment. 

2. A basin is filled with deionized water (Aq.Dest.). A basin is at least 50cm×50cm (20"×20") 

in size and deep enough to fully soak the entire Flexible video rhinolaryngoscope. 

3. Press the Waterproof cap firmly into the head of the operation section, and rotate it 

clockwise to the end. As shown in Figure 7.3. 

Note 
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Figure 7.3 

 

4. Align the crack of the leak detection cover with the pin on the waterproof cap connection 

seat on the Flexible video rhinolaryngoscope. Push in the leak detection cover, and rotate it 

clockwise to the end (as shown in Figure 7.4). 

 

Figure 7.4 

 

 

Waterproof cap 

Leak detection 

 cover 
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5. Validate that the air pressure leak valve is closed. 

6. Press the bladder until the pressure display screen indicates between 180mmHg and 

200mmHg. The pointer must be in the “green area” of the barometer. If it is tested to leak 

water slightly, it shall be pressurized to about 200mmHg. Stabilize the pointer for a few 

seconds after applying pressure. Read the pressure when the pointer is stable. 

 

 If the pointer continues to drop to 0mmHg, it indicates that the Flexible 

video rhinolaryngoscope may have a serious water leak or the leak detector 

may be damaged. The leak test shall be stopped immediately. If the Flexible 

video rhinolaryngoscope is still immersed in water, water will enter the 

Flexible video rhinolaryngoscope without pressure inside the Flexible video 

rhinolaryngoscope. As a result, more serious problems may occur and even 

irreparable damages to the Flexible video rhinolaryngoscope may be caused. 

 If bubbles continuously emerge from the leak detection cover during the 

leak test, the leak detection cover or leak detection connector may be 

damaged. Replace the leak detection cover in time or contact the 

manufacturer for repair. 

7. Make sure that the pointer is stable. After the leak detector is connected, the Flexible video 

rhinolaryngoscope is immersed in water, and the bending section is bent at an angle while 

observing for about 30 seconds. Make sure that there are no continuous bubbles emerging 

from the Flexible video rhinolaryngoscope. 

8. Remove the Flexible video rhinolaryngoscope from the basin. 

9. Rotate the air pressure leak valve to release air from the Flexible video rhinolaryngoscope. 

10. Rotate the leak detection cover counterclockwise to remove the leak detection cover from 

the leak detection connector of the Flexible video rhinolaryngoscope. 

11. Dry the leak detector thoroughly. 

 

 

 

 

 

 

 

Note 
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7.6 Manual Cleaning 

 The Flexible video rhinolaryngoscope equipment must be thoroughly 

cleaned before disinfection or sterilization. Thorough cleaning shall remove 

microorganisms and organic tissues. Incomplete removal of organic tissues 

will reduce the effect of disinfection or sterilization. If the Flexible video 

rhinolaryngoscope is not pre-cleaned immediately, the tissue debris 

remaining on the equipment will solidify, making it difficult for the 

equipment to perform effective cleaning, disinfection and sterilization. 

 To avoid water leakage, do not use excessive force when cleaning the 

Flexible video rhinolaryngoscope. 

 Install the Waterproof cap on the Flexible video rhinolaryngoscope. If the 

Waterproof cap is not installed, water may enter the Flexible video 

rhinolaryngoscope and damage the Flexible video rhinolaryngoscope. 

 For details on detergent, refer to Section 6.2 “Detergents”. 

After completing the leak test, follow the procedures below for manual cleaning. 

Required Equipment 

 Personal protective equipment 

 A basin that is at least 50cm×50cm (20"×20") in size and deep enough to fully soak the 

entire Flexible video rhinolaryngoscope. 

 Clean lint-free cloth 

 Medical, low-foaming detergents (pH-neutral detergents or enzyme-containing detergents) 

 Cotton swab 

 

 To avoid damage to the Flexible video rhinolaryngoscope, do not soak the 

Flexible video rhinolaryngoscope with other instruments than the above 

devices. 

Preparation 

1. Wear suitable personal protective equipment. 

2. Put the detergent in a basin at the temperature and concentration recommended by the 

detergent manufacturer. A basin shall be at least 50cm×50cm (20"×20") in size and deep 

enough to fully soak the entire Flexible video rhinolaryngoscope. 

 

Warning 

Note 

Note 
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Cleaning All External Surfaces 

1. Soak the Flexible video rhinolaryngoscope in the detergent. 

2. Before soaking the Flexible video rhinolaryngoscope, thoroughly scrub and wipe all 

external surfaces of the Flexible video rhinolaryngoscope with a lint-free cloth. 

3. Visually inspect the surface of the Flexible video rhinolaryngoscope for residual debris.        

Soaking the Flexible video rhinolaryngoscope in the Detergent 

1. Soak the endoscope completely in the detergent. 

2. When the Flexible video rhinolaryngoscope is immersed in the detergent, use a clean 

lint-free cloth to wipe all debris from the external surface of the Flexible video 

rhinolaryngoscope. 

3. Cover the basin with a sealing cover to minimize evaporation of detergent vapors. 

4. Soak the Flexible video rhinolaryngoscope for a certain period of time at the temperature 

and concentration recommended by the detergent manufacturer. 

5. Remove the Flexible video rhinolaryngoscope from the detergent. 

Pre-immersion During Delays in Cleaning, Disinfection, and 

Sterilization 

 The following procedures shall only be performed during delays in cleaning, 

disinfection, and sterilization. Avoid unnecessary immersion. Prolonged 

immersion may cause damage to the Flexible video rhinolaryngoscope. 

1. Put the detergent in a basin at the temperature and concentration recommended by the detergent 

manufacturer. A basin shall be at least 50cm×50cm (20"×20") in size and deep enough to fully 

soak the entire Flexible video rhinolaryngoscope. 

2. Cover the Waterproof cap. Carefully coil the insertion section of the Flexible video 

rhinolaryngoscope, and completely soak the Flexible video rhinolaryngoscope in the detergent. 

3. Cover the basin with a sealing cover to minimize evaporation of detergent vapors. 

4. Soak the Flexible video rhinolaryngoscope at the temperature and concentration recommended 

by the detergent manufacturer. 

5. Remove the Flexible video rhinolaryngoscope from the detergent. 

6. After soaking the Flexible video rhinolaryngoscope, manually clean the Flexible video 

rhinolaryngoscope according to the procedures described in this Section. 

 

Note 
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7.7 Flushing and Drying After Manual Cleaning 

 Flush the external surface of the Flexible video rhinolaryngoscope, and flush 

the equipment thoroughly with flushing water to remove residual detergent. 

Otherwise, residual detergent may cause inflammation of the mucous 

membranes. 

 The disinfectant contains various corrosive and harmful compounds (such as 

chlorine) that may damage the equipment. To remove all residues, the 

equipment shall be thoroughly flushed with deionized water (Aq. Dest.). 

Due to the possibility of chlorination, do not use tap water to flush the 

equipment. 

 

Required Equipment 

Prepare the following equipment. 

 Personal protective equipment 

 A basin that is at least 50cm×50cm (20"×20") in size and deep enough to fully soak 

the entire instrument. 

 Deionized water (Aq.Dest.) 

 Clean lint-free cloth 

 

Flushing the External Surface 

1. Wear suitable personal protective equipment. 

2. A basin is filled with deionized water (Aq.Dest.). Use a basin that is at least 50cm×50cm 

(20"×20") in size and deep enough to fully soak the entire Flexible video 

rhinolaryngoscope. 

3. Soak the Flexible video rhinolaryngoscope in the deionized water (Aq.Dest.), gently agitate, 

and flush thoroughly. 

Drying of the External Surface 

1. Thoroughly wipe and dry the external surface of the Flexible video rhinolaryngoscope with 

clean lint-free cloth. 

2. Inspect the Flexible video rhinolaryngoscope for residual debris. If debris remains, repeat 

the procedures described in this Section.  

 

Warning 

Note 
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7.8 Disinfection/sterilization 

In general, o-phthalaldehyde or peracetic acid is suitable for disinfection of the Flexible video 

rhinolaryngoscope, and peracetic acid can also be used for sterilization of the device. 

 The Flexible video rhinolaryngoscope and all devices should be completely 

soaked in the disinfection solution during the entire disinfection process. 

Failure to remove the components from the Flexible video 

rhinolaryngoscope during soaking, or failure to fully soak all components, 

will prevent the disinfection solution from making full contact with all 

surfaces of the device. This may reduce the effectiveness of the disinfection. 

 Refer to Section 6.3“Disinfecting (Sterilizing) Agents" for more information 

on disinfection solutions. 

 

After cleaning, follow the procedures below to disinfect/sterilize the Flexible 

videorhinolaryngoscope. 

 

Required Equipment& tools 

Prepare the following equipment. 

 Personal protective equipment 

 A basin with a sealing cover, which is at least 50cm×50cm (20"×20") in size and deep 

enough to fully soak the entire Flexible video rhinolaryngoscope 

 Disinfectant 

 Clean lint-free cloth 

Preparation 

1. Wear suitable personal protective equipment. 

2. Fill the basin with disinfectant at the temperature and concentration recommended by the 

disinfectant manufacturer. A basin shall be at least 50cm×50cm (20"×20") in size and deep 

enough to fully soak the entire Flexible video rhinolaryngoscope. 

 

 

 

Warning 

Note 
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Note 

Soaking the Flexible video rhinolaryngoscope and all devices in 

disinfectant/sterilizing agent 

 The Flexible video rhinolaryngoscope and all devices should be 

completely immersed in the disinfection solution during the entire 

disinfection process. Removing a device without complete immersion will 

prevent the disinfectant from making full contact with all surfaces of the 

device, which will reduce the effectiveness of disinfection. 

1. The Flexible video rhinolaryngoscope is completely immersed in the disinfectant. 

2. If bubbles adhere to the surface of the Flexible video rhinolaryngoscope, wipe them 

thoroughly with a clean lint-free cloth. 

3. Cover the basin with a sealing cover to minimize evaporation of disinfectant vapors. 

4. Soak the Flexible video rhinolaryngoscope at the time, temperature and concentration 

recommended by the disinfectant manufacturer. 

Proven disinfectant/sterilizing agent concentration and soaking time: 

Solution 
Disinfectant Sterilizing agent 

o-phthalaldehyde Peroxyacetic acid Peroxyacetic acid 

Concentration* 0.55%（0.5%～0.6%） 0.2%～0.35% 0.2%～0.35% 

Soaking time* ≥5min ≥5min ≥10min 

Table 7.2 

 The above disinfectant/sterilizing agent concentration and soaking 

time are only recommended parameters, please refer to instructions 

for use of the disinfectant/sterilizing agent for actual use parameters 

and precautions. 

 

Removing the Flexible video rhinolaryngoscope and all devices from the 

disinfectant/sterilizing agent 

1. Before removing the Flexible video rhinolaryngoscope from the disinfectant, the immersion 

time must meet the relevant regulations. 

2. Remove the Flexible video rhinolaryngoscope from the disinfectant. 

 

7.9 Rinsing and drying after disinfection/sterilization 

 After cleaning, disinfection and sterilization, thoroughly clean and dry the 

Flexible video rhinolaryngoscope. Otherwise, bacteria may breed and pose a 

risk of infection for the next patient or operator who uses the Flexible video 

rhinolaryngoscope. 

Warning 

Warning 
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 Flush the external surface of the Flexible video rhinolaryngoscope, and flush 

the equipment thoroughly with flushing water to remove residual 

disinfectant. Otherwise, residual disinfectant may cause inflammation of the 

mucous membranes. 

 The disinfectant contains various corrosive and harmful compounds (such as 

chlorine) that may damage the equipment. To remove all residues, the device 

shall be thoroughly flushed with deionized water (Aq. Dest.). Due to the 

possibility of chlorination, do not use tap water to flush the equipment. 

 Alcohol is flammable. Handle with care. 

 For flushing water quality, refer to Section 6.4 “Flushing Water”. 

After disinfection/sterilization, rinse and dry the Flexible video rhinolaryngoscope and all devices 

according to the following procedure. 

Required Equipment 

Prepare the following equipment. 

 Personal protective equipment 

 A sterile basin that is at least 50cm×50cm (20"×20") in size and deep enough to fully 

soak the entire Flexible video rhinolaryngoscope 

 Sterile deionized water, for sterile water flushing 

 Sterile lint-free cloth 

If sterile water is not available, prepare the following equipment. 

 Deionized water (Aq.Dest.), for non-sterile water flushing 

 Small basin 

 70% isopropanol or ethanol 

 Sterile cotton swab 

 

 If the device is used directly on the patient after this operation, the 

equipment and flushing water must be sterile water. 

 Never reuse the flushing water. 

  

Sterile Water Flushing 

1. Wear suitable personal protective equipment. 

Note 
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2. Put sterile water in the basin. A basin shall be at least 50cm×50cm (20"×20") in size and 

deep enough to fully soak the entire Flexible video rhinolaryngoscope. 

3. Soak the Flexible video rhinolaryngoscope in the sterile water. Flush thoroughly and wipe 

all external surfaces with a sterile lint-free cloth. 

4. Put the flexible video rhinolaryngoscope into the special terminal rinsing tank and rinse 

with sterile water for 30 minutes. 

5. Thoroughly wipe and dry the Flexible video rhinolaryngoscope with a sterile lint-free cloth. 

6. Store components as described in Chapter 8 “Storage, Handling and Disposal Outside the 

Hospital”. 

Rinse with alcohol and dry 

1. Wear suitable personal protective equipment. 

2. Put 75% ethanol or isopropyl alcohol in a small basin.. 

3. Soak the distal tip of the Flexible video rhinolaryngoscope in 70% isopropyl alcohol or 

ethanol. 

4. Remove the distal tip of the Flexible video rhinolaryngoscope from the alcohol. 

5. Thoroughly wipe and dry the outer surfaces of the Flexible video rhinolaryngoscopeand 

reusable components with clean lint-free cloth moistened with alcohol. 

6. Use a sterile wipe and pressure air gun to dry the external surfaces of the Flexible video 

rhinolaryngoscopeand reusable components. 

7. Store components as described in Chapter 8 “Storage, Handling and Disposal Outside the 

Hospital”. 

7.10 Cleaning, Disinfection, and Sterilization Procedures for 

Reusable Parts 

 All reusable components must be cleaned, disinfected, or sterilized after 

each use. Failure to do so poses a risk of infection to the patient or operator. 

 The procedures for cleaning, disinfecting, and sterilizing reusable 

components are described in corresponding sections of Chapter VIII 

–“Cleaning, Disinfection and Sterilization Procedures”. 

This Section includes cleaning, disinfection, and sterilization procedures for the reusable components 

and cleaning, disinfection, and sterilization equipment listed below. 

 Waterproof cap 

Warning 
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Chapter 8 Storage, Handling and Disposal 

Outside the Hospital 

After cleaning, disinfection, and sterilization, clean Flexible video rhinolaryngoscope and accessories 

shall be kept away from any contaminated equipment. Contaminating a clean Flexible video 

rhinolaryngoscope and accessories between two examinations may pose a risk of infection for the 

next patient or operator who uses them. 

 To prevent contamination of Flexible video rhinolaryngoscope and 

accessories after cleaning, disinfection and sterilization, keep the storage 

cabinet clean. 

 The storage cabinet must be clean, dry, well-ventilated, and kept at room 

temperature. Do not store the Flexible video rhinolaryngoscope in a place 

with direct sunlight, high temperature, high humidity, or exposure to ozone, 

X-rays or ultraviolet rays. Otherwise, it may cause damage to the Flexible 

video rhinolaryngoscope or pose a risk of infection. 

 Never store the Flexible video rhinolaryngoscope in a tote bin. The tote bin 

can only be used to transport the Flexible video rhinolaryngoscope. Routine 

storage of Flexible video rhinolaryngoscope in a humid, unventilated 

environment such as a tote bin may lead to a risk of infection. 

8.1 Storage of the Flexible video rhinolaryngoscope 

1. Remove all equipment from the Flexible video rhinolaryngoscope. For example: adapter 

cable, and Waterproof cap. 

2. Make sure that all surfaces (especially the Front tip, lens and electronic contacts) of the 

Flexible video rhinolaryngoscope are completely dry. 

3. Carefully wipe the lens at the Front tip with a cotton swab dipped in 75% alcohol. 

2. Hang the Front tip of the Flexible video rhinolaryngoscope naturally in the storage cabinet. 

Make sure that the insertion section hangs vertically and should be as straight as possible. 

3. Store the Flexible video rhinolaryngoscope in a clean and dry place at room temperature 

(5-40°C, with a humidity of 30-85%). 

 

 

 Depending on the type of packaging and storage conditions (refer to DIN 58 

953, Part 9, or local regulations), the storage time of sterilized devices 

varies. 

Note 
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8.2 Storage of Reusable Components, Cleaning, Disinfection, and 

Sterilization Equipment, and Leak Detector 

1. Make sure that all reusable components and cleaning, disinfection, and sterilization equipment 

are completely dry. 

2. Store all reusable equipment in a storage cabinet. Make sure that these components do not come 

in contact with each other during storage. 

3. Store all cleaning, disinfection, and sterilization equipment in a box, and then place the box in a 

storage cabinet. 

8.3 Handling of the Flexible video rhinolaryngoscope Outside the 

Hospital 

The Flexible video rhinolaryngoscope shall be placed in the shipping box for transportation. 

 Always clean, disinfect or sterilize the Flexible video rhinolaryngoscope 

before moving it outside the hospital. Otherwise, it may pose a risk of 

infection. 

 The shipping container must not be cleaned or disinfected or sterilized. 

Before putting the Flexible video rhinolaryngoscope in the shipping box, 

clean and disinfect or sterilize the Flexible video rhinolaryngoscope. 

8.4 Disposal 

Handle the Flexible video rhinolaryngoscope and any of its components (such as cleaning brush) in 

accordance with all applicable national and local laws and regulations.  

 

Warning 

Note 
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Chapter 9 Troubleshooting 

If the Flexible video rhinolaryngoscope is found to be damaged and cannot function properly; or if 

other abnormalities are found during the inspection according to the method described in Chapter 3 

“Preparation and Inspection”; do not use the Flexible video rhinolaryngoscope and contact our 

company. 

Some non-functional faults can be resolved with the contents of Section 9.1 “Troubleshooting Guide”. 

If the fault cannot be ruled out after taking the above measures, stop using the Flexible video 

rhinolaryngoscope and return it to our company for repair. 

The company is not responsible for repairing accessories. If the accessory is damaged, contact our 

company to purchase a new one. 

 If an abnormality is observed in the Flexible video rhinolaryngoscope, do 

not use it on the patient. The use of a damaged or abnormal Flexible video 

rhinolaryngoscope may endanger the lives of patients and users, and cause 

more serious equipment damage. 

 If due to equipment damage or malfunction, a component of the Flexible 

video rhinolaryngoscope is dropped into the patient, stop using the Flexible 

video rhinolaryngoscope immediately, and take appropriate measures to take 

out the component. 

If there is any abnormality in the function or image of the Flexible video rhinolaryngoscope during 

use, stop the examination immediately, and carefully withdraw the Flexible video rhinolaryngoscope 

from the patient as described in Section 9.2 “Withdrawing an Abnormal Flexible video 

rhinolaryngoscope”. 

9.1 Troubleshooting Guide 

The following table shows malfunctions and countermeasures caused by incorrect setting or 

consumable damage. 

The faults caused by the following reasons shall be repaired. Repair by maintenance personnel not 

authorized by the company may cause injury to the patient or user and/or damage to the equipment. 

Therefore, be sure to contact us for repairs as specified in Section 9.3 “Rework of the Flexible video 

rhinolaryngoscope”. 

 

 

 

 

Warning 
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Image Quality 

Fault Possible cause Solution 

No video 

image display 

Instrument powers are not all turned 

on 
Turn on all power switches 

Computer does not recognize the 

Flexible video rhinolaryngoscope 

Plug in and out the USB video adapter cable 

on the computer 

USB key is not recognized (with 

workstation software) 
Plug in and out the USB key 

Computer and Flexible video 

rhinolaryngoscope connection error 

Connect the computer to the operation 

section in a correct way 

The image is 

not clear 
The Front tip is contaminated 

When cleaning with a cotton swab dipped in 

75% ethanol or isopropanol, if the observed 

image is not visible, return the Flexible 

video rhinolaryngoscope to our company for 

repair 

Image stutter 

Poor contact with the computer USB 

interface 

Plug in and out the USB video adapter cable 

or replace the USB interface on the computer 

USB video adapter cable is damaged Replace a new USB video adapter cable 

Table 9.1 

9.2 Withdrawing an Abnormal Flexible video rhinolaryngoscope 

If the Flexible video rhinolaryngoscope is abnormal during use, follow the instructions below to take 

appropriate measures, i.e., “withdrawing the Flexible video rhinolaryngoscope when the Flexible 

video rhinolaryngoscope image appears on the display screen” or “withdrawing the Flexible video 

rhinolaryngoscope when there is no image on the display screen or the frozen image cannot be 

recovered”. After withdrawal, return the Flexible video rhinolaryngoscope for repair as described in 

Section 9.3 “Rework of the Flexible video rhinolaryngoscope”. 

 

 If the Flexible video rhinolaryngoscope or accessories cannot be smoothly 

withdrawn from the patient, do not try to forcefully withdraw it; if any 

abnormality is found, contact our company immediately. Forcing an Flexible 

video rhinolaryngoscope or accessories out may result in injury to the 

patient. 

Withdrawing the Flexible video rhinolaryngoscope When the Flexible 

video rhinolaryngoscope Image Appears on the Display Screen 

1. Carefully withdraw the Flexible video rhinolaryngoscope while observing the image of the 

Flexible video rhinolaryngoscope. 

 

Warning 
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Withdrawing the Flexible video rhinolaryngoscope When There is No 

Image on the Display Screen or the Frozen Image Cannot be Recovered 

1. Turn off the workstation software of the Flexible video rhinolaryngoscope, and then turn it 

on again. If the Flexible video rhinolaryngoscope image appears or the frozen image is 

restored, proceed to Step of “withdrawing the Flexible video rhinolaryngoscope when the 

Flexible video rhinolaryngoscope image appears on the display screen”. If the Flexible 

video rhinolaryngoscope image still does not appear or the frozen image has not recovered, 

perform the following procedures. 

2. Power off the Flexible video rhinolaryngoscope, that is, turn off the computer. 

3. Rotate the angle handle to the middle position. 

4. Release the angle handle and carefully withdraw the Flexible video rhinolaryngoscope. 

 

9.3 Rework of the Flexible video rhinolaryngoscope 

 Thoroughly clean and disinfect or sterilize the Flexible video 

rhinolaryngoscope before reworking it. Improper cleaning, disinfection, and 

sterilization may pose a risk of infection to hospitals or to personnel 

handling the equipment. 

 The company is not responsible for equipment damage and personal injury 

caused by attempts to repair by non-personnel of our company. 

Before rework of the Flexible video rhinolaryngoscope, contact our company. During rework, 

attach a description of the failure or damage of the Flexible video rhinolaryngoscope, the name 

and contact number of the person most familiar with the failure of the Flexible video 

rhinolaryngoscope, and also the warranty card. When reworking an Flexible video 

rhinolaryngoscope, handle as described in Section 8.3 “Handling of the Flexible video 

rhinolaryngoscope Outside the Hospital”. 

Warning 

Note 
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Appendix 

 

EMC information 

 
 

This model is intended for use in the electromagnetic environments specified below. 

The user and the medical staff should ensure that it is used only in these environments. 

 
Magnetic emission compliance information and recommended electromagnetic 

environments 
 
 

Emission standard Compliance Guidance 
 

RF emissions 

CISPR 11 

Group1 This instrument uses RF (radio frequency) energy only for its internal 

function. Therefore, its RF emissions are very low and are not likely to 

cause any interference in nearby electronic equipment. 

 

Radiated emissions 

CISPR 11 

Class A This instrument’s RF emissions are very low and are not likely to 

cause any interference in nearby electronic equipment. 
 

Main terminal 

conducted emissions 

CISPR 11 
 

Harmonic emissions 

IEC61000-3-2 

 

 The product is suitable for use in non-domestic and all facilities that are not 

directly connected to the public low-voltage power supply network of 

domestic residence

 

Voltage 

fluctuations/flicker 

emissions 

IEC61000-3-3 

 
 
 
 

  

N/A 
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Electromagnetic immunity compliance information and recommended electromagnetic 

environments 
 

 
 

Immunity test 

 
Electrostatic 

discharge (ESD) 

IEC61000-4-2 
 
 
 

Electrical fast 

transient/burst 

IEC61000-4-4 
 
 

Surge 
 

IEC61000-4-5 
 
 

 
Voltage dips, short 

interruptions and 

voltage variations 

on power supply 

input lines 

IEC61000-4-11 

IEC60601-1-2 

test level 

Contact: 
±2, ±4, ±6, ±8kV 
 Air: 

±2, ±4, ±8,  ±15kV 
 
 

 
±2kV 

For power supply lines 
 

±1kV 

For input/output lines 
 

Differential mode: 

±0.5,±1kV 

Common mode: 

±0.5,±1,±2kV 
< 5% UT 

(>95% dip in UT) 

for0.5 cycle 
 

40% UT 

(60% dipin UT) 

for5 cycle 
 

70% UT 

(30% dipin UT) 

for25 cycle 
 

< 5% UT 

(>95% dip in UT) 

for5 seconds 

 

Compliance level Guidance 

 
Same as left Floors should by be made of wood, concrete, or 

ceramictile that hardly produces static. If floors 

are covered with synthetic material that tend stop 

roduce static, the relative humidity should be at 

least 30%. 

Same as left Mains power quality should be that of atypical 

commercial (original condition feeding the 

facilities) or hospital environment. 

 
 
Same as left Mains power quality should be that of atypical 

commercial or hospital environment. 

 
 

 
Same as left Mains power quality should be that of atypical 

commercial or hospital environment. If the user of 

this instrument requires continued operation during 

power mains interruptions, it is recommended that 

this instrument be powered from an uninterruptible 

power supply or a battery. 

 

Power frequency 

(50/60 Hz) 

magnetic field 

IEC61000-4-8 

 

3 A/m Same as left It is recommended to use this instrument by 

maintaining enough distance from any 

equipment that operates with high current. 

 
 
 

UT is the AC mains power supply prior to application of the 

test level.
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Cautions and recommended electromagnetic environment regarding portable and mobile 

RF communications equipment such as cellular phones 
 

 
 

Immunity test 
IEC60601-1-2 

test level 

Compliance 

level 

 

Guidance 

Conducted RF 

IEC61000-4-6 

3 Vrms 

(150 kHz – 80 MHz) 

3V (V1) Formula for recommended separation distance 

(V1=3according to the compliance level) 

 
 
 
 
 
 

Radiated RF 

EC61000-4-3 

3 V/m 

(80 MHz– 2.5GHz) 

3 V/m(E1) Formula for recommended separation distance 

(E1=3according to the compliance level) 
 

 
 
 

  
 
 

 
 
80 MHz – 800MHz 
 
 
 
 

 
800 MHz– 2.5GHz 

 
 
 

• Where “P” is the maximum output power rating of the 

transmitter in watts(W) according to the transmitter 

manufacturer and “d” is the recommended separation 

distance in meters(m). 
 

• This instrument complies with the requirements of 

IEC60601-1-2. However, under electromagnetic 

environment that exceeds its noise level, electromagnetic 

interference may occur on this instrument. 
 

• Electromagnetic interference may occur on this instrument near 

a high-frequency electrosurgical equipment and/or other 

equipment marked with the following symbol: 

 

 

 

 

 

 

 

 

 

 

 

 

 

d = [
3.5

V1
]√P 
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Recommended separation distance between portable and mobile RF communications 

equipment and this instrument 
 

 
 
 

Rated maximum output 

power of transmitter 

P (W) 

Separation distance according to frequency of transmitter (m) 

(calculate as V1=3 and E1=3) 

150 kHz –80 MHz 80 MHz – 800 MHz 800 MHz– 2.5 GHz 

d = 1.2√P d = 1.2√P
 

0.01 0.12 0.12 0.23 

0.1 0.38 0.38 0.73 

1 1.2 1.2 2.3 

10 3.8 3.8 7.3 

100 12 12 23 
 
 
 

The guidance may not apply in some situations. 

Electromagnetic propagation is affected by absorption and 

reflection from structures, objects and people. 

Portable and mobile RF communications equipment such as 

cellular phones should be used no closer to any part of this 

instrument, including cables than there commended separation 

distance calculated from the equation applicable to the 

frequency of the transmitter. 

d = 2.3√P 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  



 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Zhuhai Seesheen Medical Technology Co., Ltd. 

Address: 4F, Bldg. B, 6th Plant, Pingxi 10th Road, Nanping Science 

& Technology Industrial Park,519060, Zhuhai, China 

Tel.: +86-756-8676359 

Fax: +86-756-8676349 

Hotline: 4001011768 

Postal code: 519060 

 

 




