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 2797 

 
Thanks for choosing Procision 1000, Ultrasonic Surgical System and accessories. To ensure safe and 

correct operation, carefully read and understand the manual before operating the system. Please keep 

this manual after reading so that it may be referenced during usage.  

 

Product Name: Procision Ultrasonic Surgical System 

 

Procision 1000 

 

 

Item Model 

Generator Procision 1000 

Curved Shear（36cm/23cm） PR36/PR23 

Hand Piece HP18 

Foot Switch FS82 

Test Tip T01 

Torque Wrench  / 

 

 

Shenzhen Purwell Medical Technology Co., Ltd 

2nd floor, Building D, JUNSD Technology Park, West of Jin’an Road, Watch & Clock 

Base, Guangming District, Shenzhen, China 

 

Lepu Medical (Europe) Cooperatief U.A. 

Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The Netherlands. 

 

Date of Manufacturer：Refer to label 

Service Life：Refer to label  

Released Software：V1.0 

User Manual Released Date: 2019-05 
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Intellectual Property Statement 

Shenzhen Purwell Medical Technology Co.,LTD.(hereinafter called Purwell)owns the intellectual 

property rights to this Purwell product and this manual. This manual may refer to information protected 

by copyright or patents and does not convey any license under the patent rights or copyright of Purwell, 

or of others. 

Release, amendment, reproduction, distribution, rental, adaptation, translation or any other derivative 

work of this manual in any manner whatsoever without the written permission of Purwell is strictly 

forbidden. 

, Procision are the trademarks, registered or otherwise, of Shenzhen Purwell Medical 

Technology Co., Ltd (hereinafter called Purwell). They are the property of Purwell.   

 

Responsibility on manufacturer party 

Contents of this manual are subject to change without prior notice. Purwell is responsible for the effects 

on safety, reliability and performance of this product, only if: 

 all installation operations, expansions, changes, modifications and repairs of this product are 

conducted by Purwell authorized personnel;  

 All the components or accessories for repairing should be original offered or authorized by Purwell. 

 the electrical installation of the relevant room complies with the applicable national and local 

requirements; and  

 the product is used in accordance with the instructions for use.  

 

Warranty and after-sale service 

The warranty period of the purchased product is subject to the sales contract. 

Consumable item: refers to disposable consumables that need to be replaced after each use or regularly 

replaced consumables. This warranty does not include any consumable items, cutter head and transducer. 

This warranty shall not extend to: 

The serial number of the equipment provided by the customer is incorrect (The warranty is subjected to 

serial number).during warranty period, the after-sales service is free of charge except for the following 

reasons. In case the product needs to be repaired, Purwell has to charge the maintenance fee and 

accessories fee. 

 

 Malfunction or damage caused by man-made failure. 

 Malfunction or damage caused by improper use. 

 Malfunction or damage caused by unstable or out-of-range power input. 
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 Malfunction or damage caused by force majeure such as fire and earthquake. 

 Malfunction or damage caused by improper operation or repair by unqualified or 

unauthorized service people. 

 Others not caused by instrument or part itself.  

This warranty does not include any damage by the use of consumable not approved by Purwell. After 

warranty period, Purwell will continue to provide fee-based maintenance service. If it is not paid or delayed 

the payment of the repair service fee, Purwell will temporarily suspend the repair service till the payment is 

fulfilled. 

 

Customer Service Department 
 

Manufacturer：Shenzhen Purwell Medical Technology Co., Ltd 

Address：2nd floor, Building D, JUNSD Technology Park, West of Jin’an Road,Watch & Clock 

Base, Guangming District, Shenzhen, China 

Postcode：518107 

Website：www.purwell.cn  

Tel：+86 755 23218701 

Fax：+86 755 23218701 

 

 
 

 
 

 
 

 The readers of this Operator’s Manual are the following professionals: those who perform 

 daily operations of the equipment, those who perform equipment maintenance and 

 troubleshooting, and those who learn equipment operations. 
 

 

 
 

 

 
 

 This equipment is limited to use by professionals trained by agent of Purwell. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

http://www.purwell.cn/
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Important Information 

1. It is the customer’s responsibility to maintain and manage the system after delivery. 

2. The warranty does not cover the following items 

(1) Damage or loss due to misuse or abuse. 

(2) Damage or loss caused by Acts of God such as fires, earthquakes, floods, lightning, etc. 

(3) Damage or loss caused by failure to meet the specified conditions for this system, such as 

 inadequate power supply, improper installation or environmental conditions. 

(4) Damage or loss due to use of the system outside the region where the system was 

 originally sold. 

(5) Damage or loss involving the system purchased from a source other than Purwell or its 

 authorized agents. 

3. This system shall not be used by persons other than fully qualified and certified medical personnel. 

4. DO NOT make changes or modifications to the software or hardware of this system. 

5. In no event shall Purwell be liable for problems, damage, or loss caused by relocation, 

modification, or repair performed by personnel other than those designated by Purwell. 

6. The purpose of this system is to provide physicians with data for clinical diagnosis. The physician 

is responsible for the results of diagnostic procedures. Purwell shall not be liable for the results of 

diagnostic procedures. 

7. Important data must be backed up on external memory media, such as clinical record, notebook. 

8. Purwell shall not be liable for loss of data stored in the memory of this system caused by 

operator error or accidents. 

9. This manual contains warnings regarding foreseeable potential dangers, but you shall also be 

continuously alert to dangers other than those indicated. Purwell shall not be liable for damage or 

loss resulting from negligence or ignorance of the precautions and operating instructions described 

in this operator’s manual. 

10. If a new manager takes over this system, be sure to hand over this operator’s manual to the 

new manager. 

 

About this Manual 

To ensure safe and correct operation, carefully read and understand the manual before operating 

the system. 

 

Operator’s Manual 

The content of the operator manual, such as screen shots, menus or descriptions, may be different from 

what you see in your system. The content varies depending on the software version, options and 

configuration of the system.  

 
 

 
 

 

 The functions described in the manual of this system are not available on all models in all 

 sales regions. Users should refer to the machine purchased.  Ⅴ 
 

 

 
Conventional description 

Not Available   
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Chapter 1 - Safety Precautions 
 

1.1  Meaning of Signal Words 

 

Table 1- 1 the use of signal words 
 

Signal Word Meaning 

 

 
 

A Warning statement indicates an operating or maintenance 

procedure, practice, or condition that, if not strictly observed, could 

result in personal injury or loss of life. 

 

 
 

A Caution statement indicates an operating or maintenance 

procedure, practice, or condition that, if not strictly observed, could 

result in damage to or destruction of the equipment. 

 

 
A Note statement indicates an operating or maintenance procedure, 

practice, or condition that is necessary to accomplish a task 

efficiently. 

 
1.2 Meaning of Safety Symbols 

 

Table 1- 2 the use of safety symbols 
 

Symbol Description 
 

 

Caution 

 

 

ESD warning symbol for electrostaticsensitive 

devices 

 
IP21 

System Anti-injection rating  IP21 

 
IPX8 

Footswitch Anti-injection rating IPX8 

 

 

CF applied part (Device Connector) 

 

 

Ground Symbol 
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Equipotential grounding 

 

 
 

Alternating current (AC) 

 

 

Power ON/OFF (for a part of the equipment)  

 

 
 

Serial number 

       

Batch code 

       

Catalogue number 

       

Authorized representative in the European 

Community 

 

 

Manufacture date 

        

Manufacture 

 

 

Temperature limit 

 

 

Humidity limitation 

 

 

Atmospheric pressure limitation 

 

 
 

This electrical product contains certain 

hazardous substances and can be used safely 

during its environmental protection use period 

of 20 years, and should enter into the recycling 

system after its environmental protection use 

period. 

 

 
 

The product bears CE mark 
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Footswitch symbol 

 

 

Single use 

 

 
 

Do not use if package is damaged 

 

Consult instructions for use  

 

 

Sterile  

 

 

Sterilized using ethylene oxide  

 

 

Do not resterilize  

 

 

1.3 Safety Information 
 

 

 
 

This manual is based on the maximum configuration and therefore some contents may not 

 apply to your product. If you have any question, please contact us. 

This Ultrasonic Surgical System is geared for clinical professionals who are expected 

 to have adequate operation training. Any unauthorized or untrained person must not 

 operate this system. 
 

 

 

 

1.3.1 Notice for Personal Injury 
 

 

 

 

  This system can only be used for the intended purpose and should not be used for other purposes. 

 This system can only be installed by authorized person by Purwell. 

 This system can only be operated by trained personnel. 

 Be sure to read and understand this manual before using this system. 

 Be sure to keep this manual near the system for your reference. 

 The indoor environment in which the system is installed must comply with the installation 

requirements in this manual. 
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 When installing the system, be sure the ground is flat. 

 The security and effectiveness of the system can be guaranteed by a properly maintain. Be sure to 

main the system according to the manufacturer's instructions. 

 Do not use the equipment in the presence of Flammable anesthetic gas mixed with air, oxygen or 

nitrous oxide.  

 Do not use electrosurgical equipment, mobile phones, X-ray machine, MRI, etc. 

 This device seals vessels up to a maximum diameter of 3 mm depending on the instrument used. 

 The scalpel is single use item. Do not reuse it, otherwise it may cause personal injury, infection 

and equipment damage. 

 To ensure patient safety, use only parts and accessories specified in this manual.  

 At the end of its service life, the equipment, as well as its accessories, must be disposed of in 

compliance with the guidelines regulating the disposal of such products.  

 Before connecting the equipment to the power line, check that the voltage and frequency ratings of 

the power line are the same as those indicated on the equipment’s label or in this manual. The power 

plug of this system must be connected to a grounded power outlet (3pin),. Adapter or multi-function 

socket is not recommended, as it may affect electrical grounding and current leakage. 

 The electric socket on the wall is recommended by Purwell. Not using the extension socket or 

unspecified socket.  

 Do not use unspecified accessories and peripherals. 

 During the operation of the system, the electric grounding wire must be reliably connected to the 

ground. When the grounding cable is connected, the system is powered off, otherwise it will cause 

electric shock. 

 Please follow the correct electrical connection to connect the system to the power line. Otherwise it 

may cause electric shock. Do not connect the ground wire to any gas line or water pipes as it has the 

danger of explosion.  

 Before cleaning the equipment, be sure to unplug the power cable. Otherwise it may cause 

equipment damage or electric shock. 

 Do not spill any liquid on the equipment, otherwise it may cause equipment damage or electric 

shock. If by accident spill liquid on the equipment, immediately turn off the power and contact your 

service representative. 

 Do not come into contact patient with the electric part of this system or other equipment (such as 

various signal input or output ports, etc. This may cause electric shock. 

 No percussion or shaking of the equipment.  

 Do not open the equipment housings, it may cause a short circuit or an electric shock 

 Notice during transportation: When you need to transfer the system, hold two sides of the system. If 

you hold other parts, it may be damage the system due to abnormal force. Avoid moving the system in 

left and right direction, otherwise it may cause the system fall over. 

 The system should not power off when the instrument is in the patient’s body. 

 The operator of this system should not touch the patient and the electric parts of this system or other 

connected devices at the same time,(such as various signal input and output ports, etc) . Otherwise it may 
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cause electric shock. 

 In case of system failure, ensure availability of the appropriate backup equipment relevant to the 

specific procedure. Contact the service representative for repair. 

 Do not use in the presence of flammable anesthetics or oxidizing gases such as nitrous oxide (N2O) 

and oxygen as combustion may occur. 

 If spray liquid into the system, the system cannot power on. Contact service representative for 

repair. 

 Be sure to operate the equipment according to the user manual. Improper use will not only weaken 

the performance of the equipment, so that the equipment can not play the best effect, but also lead to 

equipment damage and/or cause complications. Before use, be sure to check the equipment according to 

manual. 

 The device should be used in an environment equipped with laparotomy equipment, and an 

emergency hospitalization plan should be prepared in case of any problem that cannot be solved by 

endoscopic surgery. 

 A backup device should be prepared so that in the event of equipment failure, the operation can be 

completed. 

 Use only in the environment specified for the equipment. Use under other conditions will not only 

affect the normal function, but also lead to equipment damage. 

 During operation, monitor the patient vital signs parameters, such as ETCO2, ECG, Temperature, 

etc. to avoid complications. 

 The accessories and cables not listed in this manual may be not compliance with EMC. 

 Avoid use of the system adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, monitor the system and the other equipment to assure normal operation. 

 The equipotential bonding conductor must be connected before the system’s power plug into the 

outlet. In order to avoid electric shock, the system must be pulled out to the outlet before the 

equipotential wire is unplugged. 

 When other devices are connected to the system, each equipotential terminal must be connected 

with an equipotential cable, otherwise it may cause electric shock. 

 The system must be power off when connecting or disconnecting the protective ground wire. 

Otherwise it may cause electric shock. 

 Before each use of the system, please check the system as described below and check other related 

equipment according to the instruction manual. If there is any slight abnormality, refer to 

“Troubleshooting” for correction. If the abnormality still exists after processing, please conduct customer 

service. 

 Be sure to use the accessories recommended by Purwell. Using other accessories may be reduce the 

performance or incorrect operation. 

 Avoid contact with any and all metal or plastic instruments or objects when the instrument is 

activated. Contact with staples, clips or other instruments while the instrument is activated may result in 

cracked or broken blades which may be identified by generator solid tone or instrument error 

 

 Care should be taken not to apply pressure between the instrument blade and tissue pad without 



 

 
12 

having tissue between them. Clamping the tissue pad against the active blade without tissue on the full 

length of the blade will result in higher blade, clamp arm and distal shaft temperatures and can result in 

possible damage to the instrument 

 Do not attempt to bend, sharpen, or otherwise alter the shape of the blade. Doing so may cause 

blade failure and user or patient injury 

 

This device cannot be used when package is improper or broken. 

 

To avoid foreign body remains in vivo, device check must be taken before and after the operation. 

Use of accessories and cables other than those specified may result in unpredictable performance, 

increased electromagnetic emissions, or decreased electromagnetic immunity. No customer modification 

of this equipment is allowed; modification of this equipment could have a negative impact on electrical 

safety and electromagnetic emissions. 

 Keep the clamp arm open when back cutting or while the blade is active without tissue between the 

blade and tissue pad to avoid damage to the tissue pad and increased blade, clamp arm and distal shaft 

temperatures 

 Power off the system and unplug the power cord before cleaning. 

 Alcohol should not be used for sterilizing or high level disinfectant 

 Do not store the system in the shipping box to avoid infection. 

 Be sure the system is completely dry before storing to avoid infection. 

 Dust or other matter should not be in the equipment. 
 

 

 
1.3.2 Notice for System Damage 

 
 

 

 

 Before moving the system, be sure no obstacles in the passage to avoid damage to the caster so 

other parts of the system.  

 When the system is in using, be sure nothing is placed on the equipment or foot switch. 

 When moving the unit, be sure to use both hands to adjust/maintain the direction of movement to 

avoid damage by collision. 

 During operation of this system, do not touch component pins with ESD warning signs. If you need 

to touch such components, be sure to take effective anti-static measures, including wearing anti-

static clothing and shoes, and always keep grounding during the connection process, or use anti-

static gloves. Personnel who may be exposed to such components should be trained with above anti-

static measures. 
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1.3.3   Possible complications (but not limited to): 

 

Familiar complications:  Infrequent complications: 

 Pain     Infection  

 Label absence   Misuse/improper use 

 Noise 
  Poisoning, allergy and 

pyrogenicity 

 Device damaged   Stabbing, scratching 

 Environment pollution   Package improper or broken 

 Vascular injury   Hypocalcemia 

 Tissue  damage   Bleeding/blood loss 

 Closure incomplete/wound 

dehiscence 

 
 Death  

 Leakage   Cardiac fibrillation 

 Hematoma /seroma 
  Leakage current/ 

overcurrent/electric shock  

 Delayed treatment   

 Hard or unable to cut and 

coagulate/ failure of intended 

use 

  

 Foreign body remains in vivo   

 Fire/smoke/short circuit,   

 Equipment dysfunction, 

failing expected usage 

  

 Electromagnetic interference   

 Harm to operator   

 Bad usability   
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Chapter 2 - General Information 

 
2.1 Indications 

The Ultrasonic Surgical System is intended for soft tissue incisions when bleeding control and minimal 

thermal injury are desired. 

 

2.2 Instructions for use 

This manual contains the instructions necessary to operate the product safely and in accordance with its 

function and intended use. Observance of this manual is a prerequisite for proper product performance and 

correct operation and ensures patient and operator safety.  

This manual is an integral part of the product. It should always be kept close to the equipment so that it can 

be obtained conveniently when needed.  

 

2.3 Contraindications 

The use of the system and the attached instruments are contraindicated when, in the judgment of the 

physician, radiofrequency or ultrasonic surgery would be contrary to the best interest of the patient. 

The instruments are not indicated for incising bone or tubal coagulation. 

 

2.4 Caution before using  

If there are regulations for the endoscopic medical staff qualifications formally established by a hospital 

or other medical professional association, only personnel who meet the regulations are allowed to use 

this system. 

Normally, the user of this system is medical staff who has endoscopic training and thoroughly know the 

endoscopic operation technology. 

This system should use with other related suitable devices. Using unsuitable device may cause patient 

injury or equipment damage.  

This product complies with the medical electrical equipment of EMC. Without permission, any change 

or modify on this product is not allowed. Purwell reserves the right to repai r, upgrade and modify on 

this product.  

 

2.5 Packing List 

Refer to Appendix A.4 for details. 

 

2.6 Working Principle 

The working principle of Ultrasonic Surgical System is to convert electrical energy into mechanical 

energy.The scalpel surface itself cuts through tissue by vibrating in the range of 55,500Hz.The high 

frequency vibration of tissue molecules generates stress and friction in tissue, which generates heat and 

caused protein denaturation. This technique causes minimal energy transfer to surrounding tissue, 

potentially limiting collateral damage. 
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Chapter 3 - Functions and Parameters 

 
3.1 System 

This Ultrasonic Surgical System contains Generator, curved shear, footswitch, hand piece and test tip, torque 

wrench. 
 

 
 
 

Figure 3- 1 ProcisionUltrasonic Surgical System 

1 Generator 2 Hand piece 

3 Curved  Shear 4 Footswitch 
 
 

   

 
Torque Wrench Test tip 
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3.2  Front panel 

 
Figure 3- 2 Front panel of generator 

The generator is used to provide energy to drive the shear. 

 
3.3 Back panel 

 
 

 
 

Figure 3- 3 Back panel of Generator 

 
 

1 POWER ON/OFF 

SWITCH 

Press this button to power on/ off the System. Glows blue when the 

System is powered up. 

2 DISPLAY/TOUCH 

SCREEN 

Displays system information and serves as interface for adjusting 

controls and settings. 

3 CONNECTOR/INSTRU

MENT RECEPTACLE 

Receptacle used to attach the connectors or instruments to the System. 

4 FOOTSWITCH 

RECEPTACLE 

Receptacle used to connect the footswitch to the System 

5 POTENTIAL 

EQUALIZATION 

TERMINAL 

Provides means for connection to a potential equalization conductor. 

6 POWER CORD 

RECEPTACLE 

Receptacle used to attach the power cord to the System. 
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During operation, wire should be used to connect the potential equilization terminals of Ultrasonic 

Surgical System with other devices to eliminate potential difference and ensure safety. Otherwise it 

may cause personal injury or equipment damage.  

 Do not use the Ultrasonic Surgical System with the electric scalpel together. High-frequency 

surgical equipment may affect the touch screen. Otherwise it may cause personal injury or 

equipment damage. 

 Before system operating, the operator should ensure that the equipment, cables and accessories are 

in good condition. 

This system should be connected to a properly installed power outlet with a protective earth ground. 

If the power outlet is without protective grounding conductor, disconnect the power cord and 

change a power outlet with a protective ground connection. 

 Do not clean the system when the system is power on to avoid electric shock and fire hazard. 

 Do not open the system case. The repairs and upgrades should be carried out by personnel trained or 

authorized by Purwell.  
 

 

 
 

 

 
 

 Do not block the air vents of the generator to avoid generator overheating. 

 To ensure patient safety, use the parts and accessories specified in this manual. 

 At the end of its service life, the equipment, as well as its accessories, must be disposed of in 

compliance with the guidelines regulating the disposal of such products.  

 In case of system failure, do not operate the system until the failure is cleared. 

 If the system does not work as described in the manual, it must be inspected and repaired by 

qualified service personnel. 
 

 

 
 

 

 
 

The images in this manual are for reference only. The interface may vary due to the system 

configuration and selected parameters. 

 Do not touch the screen of the system with sharp objects to avoid damage. 

 Do not sterilize the system. Sterilization will damage the unit. 

 
 

 

 

3.4 Footswitch 

By footswitch, the operator could activate maximum power or minimum power for System. 
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Figure 3- 4 Footswitch 
 
 

 
 

 When operating the foot switch, make sure there are no debris under the pedal to avoid getting 

 stuck. Otherwise it may cause personal injury or equipment damage. 

 This system is for use only by qualified medical personnel trained in the use of ultrasonic  

 surgery or electrosurgery. Before operating, read related medical literature to understand  

 minimally invasive surgery techniques, complications and risks. 

 
 

 
 

 

 
 

 Do not activate the minimum power and maximum power by foot switch. Otherwise it may cause 

personnel injury and equipment damage. 

 

 

 
 

 

 
 

 Before operating foot switch, make sure the left pedal and the right pedal are in good working 

condition. 

 Before operating foot switch, please read the foot switch section in the manual to know the use of 

pedal. 

 When unplugging the pedal, please hold the pedal main unit and unplug it. Do not pull the pedal 

line directly to avoid personnel injury or foot switch damage.  

1 MIN（LEFT PADAL） Activates minimum power for System 

2 MAX（RIGHT PADAL） Activates maximum power for System 

3 MIAN UNIT 

RECEPTACLE 

Receptacle used to connect the footswitch to the System 
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 When moving the pedal, hold the handshake. Do not lift the pedal line directly to avoid personnel 

injury or foot switch damage. 
 

 

 
3.5 Hand Piece 
 

3.5.1 Component of Hand Piece 
 

 

 
 

Figure 3- 5 Hand  Piece 

 
 

1 Plug  Plug used to attach to Generator 

2 Power cord Power cord of hand piece 

3 Connector Connector used to attach hand piece to shear 

 

 

3.5.2 Attach Generator to Hand Piece 

Insert the plug of hand piece into the connector of the Generator 

 



 

 
20 

 
 

 

Figure 3- 6  attach  generator to  hand  piece 

 
 

 

 

 
 

This system is for use only by qualified medical personnel trained in the use of ultrasonic surgery or 

electrosurgery. Before operating, read related medical literature to understand minimally invasive 

surgery techniques, complications and risks. 

All operators must fully follow the instruction in this manual and related supplementary documents. 

In addition, the “Warnings”, “Cautions” and “Notice” detailed in this manual should be followed. 

Operators must thoroughly understand the principles and techniques of laser, electrosurgery and 

ultrasound to avoid electric shocks or burns to patients and medical personnel or damage to 

equipment or other medical devices. Ensure that electrical insulation or grounding is intact. Do not 

immerse the electrosurgical device in a liquid unless it is designed and marked to be immersed in 

the liquid. 

Do not use handles not authorized by Purwell to the main unit to avoid personal injury and 

equipment damage. 
 

 

 
 

As with all energy sources (Electrosurgery, Lasers, or Ultrasound) there are concerns about the 

carcinogenic and infectious potential of the by-products such as tissue smoke plume and aerosols. 

Appropriate measures such as protective eyewear, filtration masks, and effective smoke evacuation 

equipment should be used in both open and laparoscopic procedures. 

 The patient should not come in contact with metal parts which are earthed (grounded) or which 

 have appreciable capacitance to earth (for example operating table supports, etc.). 
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 Make sure the plug of hand piece connected to main unit to avoid equipment damage. 

 Take notice of hand piece when operating. Do not knock or drop the hand piece to avoid damage. 

 During the operating, if the hand piece is too hot to hold, please stop operating. 

 After removing the instrument, examine the tissue for hemostasis. If hemostasis is not present, 

appropriate techniques should be used to achieve hemostasis. 

 
 

 

 
 

 

 
 

 Do not use alcohol to clean the wire connector of hand piece to avoid any danger. 

 Before operating, the compatibility of the scalpel and the hand piece must be confirmed. 

 When the warning of the handle piece on the screen, it means that the handle piece is not working 

properly or exceeds the service life. Please begin the troubleshooting process to avoid injury to 

operators or patient. 
 

 

 
3.5.3 Attach Test Tip to Hand Piece 

1. Screw the hand piece into the test tip. 

2. Put the torque wrench on the test tip through the adapter. 

3. Tighten the torque wrench in clockwise direction till you hear a click. 

 
 

 
 

 

Chapter 4 - Set up and Use Instruction 

 
 

 

 
 

 Before operating, examine the generator and the hand piece for damage. Do not use damaged 

devices. 

 Before connect to power supply, secure the generator on its cart or any other suitable fixture in the 

appropriate position 

 If the handle piece reaches the specified period or number of uses,(refer to manual for hand piece), 

be sure to change the hand piece. Otherwise, it may cause personal injury or equipment damage. 
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Before connect to power suppler, secure the generator on an appropriate position.  
 

 

 
4.1 Operation 
 

4.1.1 Operation Procedure 

1. Connect the power cord to the power cord receptacle on the back panel of the generator and to a 

 grounded electrical outlet.  

2. Connect the footswitch connector to the footswitch receptacle on the back panel of the generator if 

 applicable. 

3. Connect the hand piece to generator, refer to chapter 3.5.2 

4. Turn on the System using the ON/OFF switch on the front panel of the generator. 

5. The blue standby indicator illuminates and the system will run its initiation sequence. A tone is 

 heard during the initiation sequence. When the initiation sequence is complete the test prompt 

 screen appears.  

6. Follow the instructions on the screen to run the test.  

7.  The  ready screen appears and the System is ready for use. More details refer to chapter4.2.2. 

 

4.1.2 Tone 

During the operation of Ultrasonic Surgical System,the following cases will appear tones: Power on/power off 

System, Generator activation in low level, Generator activation in high level, Level adjust, Handle piece test 

success or handle piece test failed, Generator failed etc. 

 

4.2 Screen Guide 
 
 

 

 

  
 

The instruments in this section generally refer to the scalpel head or other equipment connected to 

the handle piece. 
 

 

 
 

 

 
 

The touch screen display of the generator is very sensitive. Do not use sharp metal objects on the 

touch screen. 

 
 

 
4.2.1 General Screens 

 
Purwell appears during system startup. 
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Figure 4- 1 Start up 

 

1.          Starting up:   System is starting up. 
 

 

Figure 4- 2 starting  up 

 
 

2.       Hand Piece Not Found: Plug in hand piece to continue 

 
 

 
 

Figure 4- 3  Hand  Piece  NOT  found  or  Fault 

 

 

3.          Identifying Instrument: system  identifying new hand piece just plugged into System 

  Activate hand piece to run test. 
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Figure 4- 4 Activate hand  piece 

 

 

4. Testing: Running system test 
 

 
 

Figure 4- 5 Testing 

 
 

5. Ready: the system is ready for use. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 4- 6 System is ready 

 
 

 

6. Hand/Foot activation: 
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Figure 4- 7 Hand/Foot  Activation 

 
 

7. Hand piece test: Select “hand Piece Test” to check if the hand piece is functioning 

 properly by installing a test tip. 

 
 
 

 
 

Figure 4- 8 Hand Piece Test 

 

 

 

 

 
 

 

 

 

 

 

 

Figure 4- 9 Hand Piece Test Result 

 

8. Display Brightness 
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Figure 4- 10 Display Brightness 

 

 

 
9. Language 

 

 
 

Figure 4- 11 Language 

 

 

10. System Information 

 
 

 
 

Figure 4- 12 System Information 

 

11. Shutting Down 

 
 

 
 

Figure 4- 13 Shutting Down 

 

 

12. Foot Activation Off, Reactivate with handswitch, or adjust settings. Press ‘Settings’ for 

 Settings Menu.) 
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Figure 4- 14 Foot Acivation Off  

 

 

13. Hand Activation Off: Reactivate with footswitch, or adjust settings. Press ‘Settings’ for 

 Settings Menu 

 
 

 
 

Figure 4- 15 Hand Activation Off 

 

 

 

 

 

 

 

 

4.2.2 Ready Screen Features 

The Ultrasonic Surgical System ready screens have the following features: 
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4 8 

 
Figure 4- 17 Ready Screen 

1 2 5 3 
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1 SPECIFICATION Indicates the brand of the system 

2 MIN（Minimum） Indicates the minimum adjustable power level. When this 

power level is activated (by footswitch or hand switch), the 

“MIN” indicator on the screen will flash. The minimum 

power level setting is 3 in the system.  

3 MAX (Maximum） Indicates the maximum adjustable power level. The 

maximum power is always 5.When this power level is 

activated (by footswitch or hand switch), the “MAX” 

indicator will flash.  

4 POWER LEVEL 

INCREASE 

Touch this button to increase the maximum (MAX) power 

setting to the desired level (from 1 to 5). The level chosen 

will be shown on the screen. The power level may be 

adjusted when the system is ready. 

5 POWER LEVEL 

DECREASE 

Touch this button to decrease the maximum (MAX) power 

setting to the desired level (from 1 to 5). The level chosen 

will be shown on the screen. The power level may be 

adjusted when the system is ready. 

6 MIN POWER LEVEL Indicates the minimum power level. 

7 SETTINGS Touch this button to go to the system setting. 

8 VOLUME Touch the plus or minus button to adjust the volume of the 

activation tones. A tone is heard to indicate the volume 

level selected. 

 

 

 
 

 

 
 

Only the MIN power level setting is adjustable. The MAX power level is always 5, not 

adjustable. 
 

 

 
4.2.3 Setting 

4.2.3.1 Basic Navigation  

Touch the ‘Settings’ button to make adjustments in the system settings and access system information.Touch 

the close button to exit after adjusting the setting. 
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Figure 4- 18 System Setting 

 

 

4.2.3.2 Hand / Foot Activation 

Select the handswitch activation or the footswitch activation or both on the ‘Hand / Foot Activation’ screen 

during startup. This selection can be changed during use. 

 

4.2.3.3 Hand Piece Test 

Select ‘Hand Piece Test’ to check if the hand piece is functioning properly by installing a test tip and running 

the test with no instrument attached. Screen instructions and results are given for the specific hand piece to be 

tested.  

 

4.2.3.4 Display Brightness 

Select “Display Brightness” to adjust the brightness.Touch the plus or minus button to adjust the brightness. 

Touch the close button after adjusting the settings to exit.Once a new brightness setting is selected that setting 

becomes the new system default. 

 

4.2.3.5 Language 

Select the preferred language from the options in the ‘Language’ screen.There are  English and Chinese two 

language options. English being the default. Once the user selects and confirms the selection of a new 

language, that language becomes the new system default. 

 

4.2.3.6 System Information 

 

Select “system Information” to see the model number of System, version of hardware and software, type of 

hand piece and remaining uses information. 

 

 

4.2.3.7 Troubleshooting 

 

“Troubleshooting”should be checked performed by qualified service personnel. 

 
 

4.2.4 Troubleshooting 

1. The hand piece failed to perform the internal diagnostic routines and the system will not 

 be able to operate the hand piece reliably. Replace the hand piece. 
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Figure 4- 19 Replace hand piece 
 

2. The instrument may not be properly assembled to the hand piece. Re-tighten the  

 instrument. Ensure that one hand is holding the appropriate torque wrench and the other 

 hand is holding the hand piece. 
 
 

 
 

Figure 4- 20 Tighten  instrument 

 
 

3. The instrument may be damaged and cannot be activated. Unplug the hand piece and 

 replace the instrument.  

 
 

 
 

Figure 4- 21 replace  instrument 

 
 

4. Fan of system has internal fault. 
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Figure 4- 22 Fan  fault  detected 
 

Chapter 5 -  Maintenance 
 

5.1 Cleaning and Disinfection Instructions 
 

 

 

 
Before cleaning, thoroughly inspect the device(s) for any signs of damage, cracks, or 

improper mechanical function.Do not use the device(s) if there are signs of damage. Please 

contact an authorized  service facility. 
 

 

 
5.1.1 Shell and Screen of System 
5.1.1.1  Cleaning 

Before cleaning the system, turn the system main power off and unplug the power cord from the grounded 

electrical outlet.Use a soft, clean cloth lightly moistened with the cleaning solution to manually clean the 

surface and dry with a soft, clean cloth. 

5.1.1.2  Disinfecting 

After cleaning, use a wet cloth soaked in a minimum, intermediate level disinfectants to manually clean the 

surface and dry with a soft, clean cloth. 

 
 

 

 
 

Do not spill water or other liquid into the system while cleaning. This may result in malfunction 

or electric shock.During cleaning or disinfecting, be sure to turn off the power and disconnect 

the power cord from the grounded electrical outlet. 
 

 

 
 

 

 
 

Before cleaning the system, be sure to turn off the power and disconnect the power cord from the 

outlet. 

Before cleaning the system, be sure to inspect the device for any signs of damage and crack in 

case of the liquid into the system.  

DO NOT directly spray solution onto the screen, system or hard surfaces that are under  pressure 

or pumped. Ingress fluid leakage into the screen or system can damage the screen or system, 

causing possible  electric shock or system failure. 

Touch screen should be cleaning with dry, soft cloth. Do not use liquid to clean. 
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5.1.2 Hand Piece 

5.1.2.1  Cleaning 

Pre-cleaning: Immersing into a neutral PH detergent for an hour.Ultrasonic cleaning machine is not 

recommended. 

Cleaning：Neutral PH detergent, by manual or machine. 

 

5.1.2.2  Disinfecting and sterilizing 

 Disinfecting：Immersing into a medium or high disinfectant( such as  Cidex®OPA、2% glutaraldehyde, etc.

）for over 30 minutes, then rinse with water and thoroughly dry 

 

Steam sterilizing： After the above cleaning and disinfection, sterilization is required. High temperature and 

high pressure steam sterilization（ 134℃），for 10 to 20 minutes. 

 
 

 

 
 

The clean or disinfect should follow the instruction in this manual. 

Do not use alcohol-containing cleaning or disinfecting agents where high-frequency surgical 

equipment may be used to avoid fire. 
 

 

 
 

 

 
 

Do not use any mechanical cleaning or disinfection methods. 

Do not use a disinfectant containing chlorine to disinfect the metal part of accessory, as this may 

corrode the metal surface of the accessory. The metal part of the accessory should be wiped 

clean with a 2% alkaline glutaraldehyde solution. 

Improper cleaning or disinfection methods may cause equipment damage. 

Take an appropriate amount of detergent to clean  and use a dry cloth to remove excess 

detergent. 

Do not spray cleaning or disinfectant directly at joints or gaps. 

Do not use high pressure cleaning or disinfecting on equipment parts. 

Do not use polish agent or steel cleaning equipment when cleaning or disinfecting stainless steel 

surfaces. 
 

 

 

 

5.2 Inspection and Maintenance 

5.2.1 Inspection 

 
The following items should be checked before each use of Ultrasonic Surgical System(or at least once a day): 

1. Has the Ultrasonic Surgical System been cleaned or sterilized as required? 

2. Has the Ultrasonic Surgical System been fixed in a proper place? 

3. Are there any damaged mechanical parts? 
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4. Is the insulation of the wire damaged? 

5. Are all functions working properly? 

 
 

5.2.2 Maintenance 

1.  The comprehensive electrical safety check must be performed by a professional 

  every year. 

2.  It is recommended that the Ultrasonic Surgical System by fully maintained by 

  professionals every year. 

 

Chapter 6 - Troubleshooting 

The eliminate of frequent malfunction for Ultrasonic Surgical System as below: 

 
 

 

 
 

This is limited to eliminate the simple faults. For the fault not listed here, please contact Purwell 

service department. Do not perform repairs on the Ultrasonic Soft Tissue Cutting and 

Coagulation  system. 

Any repair work can only be performed by authorized personnel of Purwell. Unauthorized 

personnel may cause personal injury or equipment damage. 

When check or repair the system, make sure to cut off the AC power. 
 

 

 
 

Alarms Description Troubleshooting steps 

Replace hand piece The hand piece is damaged Replace the hand piece or 

activation by foot switch. 

Tighten instrument The connector of hand piece is 

loose 

Re-tighten the hand piece and 

retest 

Replace instrument Main unit is malfunction Contact an authorized  service 

enter 

Fun error Check if the air vent is blocked Clear the obstruction of the air 

vent 
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Appendix A Specification 

A.1 Basic Information 

A.1.1 System specification 

Vibrational frequency for ultrasonic scalpel: 55.5±0.5KHz 

A.1.2  MainFuse 

T5AH 250V（Time-delay, 5 Amp, ceramic body, 5x20 mm package size, quantity: 2 

A.1.3  Size 

1. Main unit：350×355×136mm 

2. Foot switch：348×210×62mm 

A.1.4  Weight 

1. Main unit≤8kg 

2. Scalpel≤160g（cable not included） 

3. Hand piece≤210g（cable included） 

4. Foot switch≤1.8kg 

 

A.2 Safety specification 

A.2.1  According to the type of protection against electric shock Class I equipment 

 
 

 

 
 

The operating bed depends on a protective ground system to avoid electric shock. When 

installing, ensure the grounding system in the operating room is safe and reliable. 
 

 

A.2.2  According to the degree of protection against electric shock 

 Type-CF applied part 

A.2.3  According to the mode of operation 

1. Main unit: Continuous operation  

2. Scalpel: working for 10s, stop for 2-3s 

A.2.4  According to the degree of protection against harmful ingress of water 

1. The main unit is rated IP21. 

2. The foot switch is rated  IPX8 . 

A.2.5  According to the degree of safety of application in the presence of a 

FLAMMABLE ANESTHETIC MIXTURE WITH AIR OR WITH OXYGEN OR 

NITROUS OXIDE 
EQUIPMENT not suitable for use in the presence of a FLAMMABLE ANESTHETIC MIXTURE WITH 

AIR OR WITH OXYGEN OR NITROUS OXIDE 
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A.3  Ambient information 
 

 Classification Operation 

Clamatic 

Environment 
II  Operating in a general environment 

Mechanical 

Environment 
II  For general shocks  

 

A.3.1  AC power 

1. Voltage：100-240V ~ 

2. Current：150VA 

3. Frequency：50/60 Hz 

A.3.2  Condition for operation 

1. Temperature：15ºC ~27ºC 

2. Humidity：30%～75%，Non-condensing 

3. Atmospheric pressure：70kPa～106kPa 

A.3.3  Condition for storage and transport 

1. Temperature：-35ºC ~ 54ºC 

2. Humidity：10%～80%，non-condensing 

3. Atmospheric：70kPa～106kPa 
 

 

 

 
 

The transportation of this product should be in accordance with the contract and protest from 

rain, snow splash or mechanical collision. 

This product should be stored in a dry, non-corrosive gas and ventilated room. 
 

 

 

A.4 Standard configuration 
 

No. Item Quantity 

1 Main unit 1 unit 

2 Hand piece 1 piece 

3 Scalpel Refer to packing list 

4 Foot switch 1 piece 

5 Power cord Two pieces 

6 Test tip 1 piece 
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Appendix B    EMC (Electromagnetic Compatibility) 

In accordance with the EMC regulations YY 0505 (IEC 60601-1-2) 

 

 1. The use of accessories not specified by manufacturer may 

increase the electromagnetic emissions of device and/or reduce the 

electromagnetic immunity of the device. 

 2. The equipment or system should not be used in close proximity or 

stacked with other equipment. If they must be used close to or 

stacked, they should be observed to operate properly. 

  3. The install or use of active medical devices should be in accordance 

with the special EMC precautions. 

  4. Even if other devices meet the CISPR emission requirements, they 

may cause interference to the device. 

 5. Portable or mobile RF equipment may affect the use of medical 

electrical equipment. 

 6. Before, after or during the interference test, the system could be 

operated normally and no crash occurs. 

 

 

 

 

 

 

 

Guidelines and manufacturer's statement –  Electromagnetic Emissions 

The Procision 1000 system  is intended for use in the electromagnetic environments specified 

below. Caution: Ensure that the procision 1000is used only in these environments. 

Emissions Test Compliance Guidance 

RF  emissions 

CISPR 11 

 

Group 1，Class A 

The Procision 1000 system uses RF 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. 

RF  emissions 

CISPR 11 

Group 1，Class A  

 

The Procision 1000 system is suitable for use in 

all establishments other than domestic and those 

directly connected to the public low-voltage 

power supply network that supplies buildings 

used for domestic purposes.。 

HARMONIC 

emissions 

YY0505 (IEC 

60601-1-2) 

IEC 61000-3-2 

 

 

Not applicable 

Voltage 

fluctuations/flicker 

emissions  

YY 0505 (IEC 

60601-1-2) 

IEC 61000-3-3 

 

 

Not applicable 
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Guidelines and manufacturer's statement – Electromagnetic Immunity Guidance 

The Procision 1000 system  is intended for use in the electromagnetic environments specified 

below. Caution: Ensure that the procision 1000is used only in these environments. 

Immunity 

Test 

IEC60601 Test 

Level 
Compliance 

Level 
Electromagnetic Environment- Guidance 

Guidelines and manufacturer's statement – Electromagnetic Immunity Guidance 

The Procision 1000 system  is intended for use in the electromagnetic environments specified below. 

Caution: Ensure that the procision 1000is used only in these environments. 

Immunity Test IEC60601 Test Level Compliance Level Electromagnetic 

Environment- Guidance 

 

Electrostatic 

Discharge GB/T 

17626.2 

 

 

±8 kV Contact 

±15 kV Air 

 

 

±8 kV Contact 

±15 kV Air 

 

Floor should be mood,concrete 

Or ceramic. If for synthetic 
material the Relative humidity 
should be at least 30% 

Electrical fast 

Transient/Burst  

GB/T 17626.4 

 

±2 kV  Power Supply 

line 

±1 kV I/O input/output 

line 

（Length＞3 m） 

 

±2 kV  Power Supply 

line 

±1 kV I/O input/output 

line 

（Length＞3 m） 

 
 

 
Mains power quality should 

be that of a typical 

commercial or hospital 

environment. 

Surge GB/T 

17626.5 

 

±1 kV line(s) to line(s) 

±2 kV line(s) to earth 

 

±1 kV line(s) to line(s) 

±2 kV line(s) to earth 

 

Voltage Dips, 

Short Interrupts, 

and Variations 

on Power Supply 

Lines 

GB/T17626.11 

 

＜5%UT （dip＞

95%UT）for  0.5 cycles 

 40%UT  （dip＞

60%UT）for 0.5 cycles 

 70%UT   （dip＞30％

UT）for 25 cycles ＜

5%UT （dip＞95%UT

）for 5 second 

 

＜5%UT （dip＞

95%UT） for 0.5 

cycles 40%UT （dip

＞60%UT）for 5 

cycles  

70%UT （dip＞

30%UT）for 25 cycles 

＜5%UT   （dip＞

95%UT）for 5 second 

 

 
Mains power quality should be 
that of a typical commercial 
or hospital environment.If the 
user of this  System requires 

continued operation during 
power mains interruptions, it is 
recommended that system be 
powered from an uninterruptible 
power supply or a battery. 
  

 

Power Frequency 

Magnetic Fields 

（50 Hz） GB/T 

17626.8 

 

 

 

30A/m 

 

 

 

30 A/m 

Power frequency magnetic 

fields should be at levels 

characteristic of a typical 

location in a typical 

commercial or hospital 

environment. 

Note：UT  refers  to the  AC voltage  before test. 
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Conducted 

RF  

IEC61000-

4- 6 

 

6 Vrms 

150kHz~80MHz 

 

6Vrms 

Portable and mobile RF communications equipment 

should be used no closer to any part of the Generator 

G11, including cables, than the recommended 

separation distance calculated from the equation  

 

 

Conducted 

RF GB/T 

17626.6 

 

 

3V(valid value) 

150kHz-80MHz 

（expect the 

engineering 

medical band a) 

 

 

 

 

 

3V( valid 

value) 

applicable to the frequency of the transmitter. 

Recommended separation distance: 

d  1 .2  P 

d  1 .2   P 80 MHz～800 MHz 

d  2 .3   P 800 MHz～2.5 GHz 

where P is the maximum output power rating of the 

transmitter in watts (W) according to the transmitter 

manufacturer 

 

Radiated RF 

GB/T 

17626.3 

 

10V/m 

80MHz- 2.5GHz 

 

10V/m 

 

And d is the recommended separation distance in 

meters (m)..Field strengths from fixed RF 

transmitters, as determined by an electromagnetic 

site survey a, should be less than the compliance 

level in each frequency range b. 

Interference may occur in the vicinity of equipment 

marked with the following symbol: 

 

 

 

Note: At 80 MHz and 800 MHz, the higher frequency range applies. 

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption 

and reflection from structures, objects and people. 

 

a. The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to 6,795 

MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 4,066 MHz to 4,070 MHz. 

 

b. The compliance levels in the ISM frequency bands between 150 kHz and 80 MHz and in the frequency 

range 80 MHz to 2.5 GHz are intended to decrease the likelihood that mobile/portable communications 

equipment could cause interference if it is inadvertently brought into patient areas. For this reason, an 

additional factor of 10/3 has been incorporated into the formulae used in calculating the recommended 

separation distance for transmitters in these frequency ranges. 
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warning 
 

Expert the transducers and cables as accessories provided by the manufacturer, the use of other 

accessories may result in increased emissions or immunity of the system. 

The following cable (including but not limited to) must be used to ensure compliance with the 

standard  of interference radiation and immunity:  
 

Figure 3 cable specification 
 

Cable Length（m） 

Power cable 2.5 

Hand piece cable 3.1±0.1 

Foot switch cable 2.9±0.1 
 

warning 
 

The equipment or system should not be used in close proximity or stacked with other equipment. 

If they must be used close to or stacked, they should be observed to operate properly. 

 

Warning 

 

The install or use of active medical devices should be in accordance with the special EMC 

precautions. 

warning  

Portable or mobile RF equipment may affect the use of medical electrical equipment. 
 

Recommended separation distances between portable and mobile RF communications equipment 

and the Procision 1000 

The system is intended for use in an electromagnetic environment in which radiated RF disturbances are 

controlled. The customer or the user of the system can help prevent electromagnetic interference by maintaining a 

minimum distance between the portable and mobile RF communications equipment (transmitters) and the system 

as recommended below, according to the maximum output power of the communications equipment. 

Rated maximum 

output power of 

transmitter (W) 

Separation distance according to frequency of transmitter (m） 

150k~80MHz 

d  1 .2 P 

80M~800MHz 

d  1 .2 P 

800M~2.5GHz 

d   2 .3   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 

 

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in 

meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the 

maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer. 

Note: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and 

reflection from structures, objects and people. 
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Basic performance information： 
 

1、LCD screen display normally and touch screen can operate normally. 

2、Foot switch can operate normally. 

3、The buttons of scalpel can operate normally. 
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Appendix C Toxic or harmful substances or elements 

 
 

Component 
Pb Hg Cd Cr(VI) PBB PBDE 

 

Case of the 

system 

 

Plastic case 
○ ○ ○ ○ ○ ○ 

 

Touch screen 
○ ○ ○ ○ ○ ○ 

 

 

 

 

 

Hand piece 

 

Hardware 

case 

○ ○ ○ ○ ○ ○ 

 

Internal wire 
○ ○ ○ ○ ○ ○ 

Internal 

plastic parts 
○ ○ ○ ○ ○ ○ 

Hardware 

case 
○ ○ ○ ○ ○ ○ 

 

 

Scalpel 

 

PCBA 
○ ○ ○ ○ ○ ○ 

 

Plastic case 
○ ○ ○ ○ ○ ○ 

 

 

 

 

 

Main system 

 

Fan 
○ ○ ○ ○ ○ ○ 

 

Loudspeaker 
○ ○ ○ ○ ○ ○ 

Hardware for 

main system 
○ ○ ○ ○ ○ ○ 

 

Internal wire 
○ ○ ○ ○ ○ ○ 

 

PCBA 
○ ○ ○ ○ ○ ○ 

 

Packing 

Packing 

material ○ ○ ○ ○ N/A N/A 

Torque 

wrench 

 

plastic 
○ ○ ○ ○ ○ ○ 

Accessories  

Foot switch 
○ ○ ○ ○ ○ ○ 

Universal 

Accessories 

 

Power Wire 
○ ○ ○ ○ ○ ○ 

 

 

Remarks 

 

○：It indicates the content of this toxic and hazardous substance in all homogeneous 

materials of this part is below the limit requirement specified in SJ/T11363-2006. 

×：It indicates the toxic or hazardous substance or at least a certain homogeneous 

material content exceeding the limit requirement specified in SJ/T11363-2006. 
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