The company has obtained ISO9001 & YY/T0287 Quality Management System Certificate 

He-Ne Laser Multi-function Cure Instrument 

Patent No.：ZL 94243155.3
Executive Standard: YZB/GUO 3118-22-2004  

Once-using Optical Fiber Needle
Patent No：ZL93115054.X； ZL94216684.1  
                        Executive Standard: YZB/GUO 1441-15-2004  
General Description 
He-Ne Intra-vascular Low Power Laser Irradiation Therapy (ILLLI) is a new therapy developed these years, the unit is also a high-tech product, which is integrated with laser, optical fiber technology and clinical biochemistry. The ILLLI therapy has a significant effect in the treatment of complex and cause-unknown diseases.
In Nov 1991, First He-Ne Laser Intra-vascular Irradiation Cure Instrument for ILLLI therapy is developed by Laser Treatment Research Group led by Professor Wang Tiedan of 1ST Military Medicine College and Guilin Kangxing Medical Instrument Co., Ltd. (Former Guilin Kangxing Laser Instrument Factory) by President Huang Yifu, thus China became the 2nd country using ILLLI therapy (before only former Soviet using this therapy). 

This therapy is effective to following diseases: Cerebral Infarction, cerebral hemorrhage and sequela of cerebral trauma, insufficient blood supply, vascular headache, chronic insomnia, Alzheimer diseases,  Parkinson’s disease, schizophrenia, neuralgia, cancer ache, coronary heart disease, angina, arrhythmia, hyperlipidemia, bronchial asthma, psoriasis, abrupt deafness etc. 

Principle Schematic Diagram of He-Ne Intra-vascular Laser Irradiation Therapy

[image: image1.jpg]He-Ne LASERMULTLFUNCTION CURE INSTRUMENT,

= o |
[ T e
[2]

(8) 2 2)
o e ® ® o G
T @QQS’H?.Q@@\@

(A% qe

T2

@0





Irradiate circulative blood

Features of He-Ne Laser Multi-function Cure Instrument and Once-using Optical Fiber Needle

1. Features of instrument
(1)The unit consists of a fully solidified and sealed laser power source, aluminum cover for laser generator and bracket, a microcomputer control circuit board and efficient optical fiber coupler. It has a good safety and reliability with simple maintenance or parts change.  

(2) For this unit, various fiber coupler can be connected for intra-vascular, body cavity, body surface and acu-points irradiation. The unit with two laser tubes is for 2 patients irradiation at the same time. The unit also can connect other optical fiber coupler manufactured by us (as Appendix 1) for body cavity, body surface and acu-points irradiation. 

(3) The unit is controlled by microcomputer with simple and reliable operation, and also continuous and pulse modes for different diseases. 

(4) It adopts switching power source, the voltage range is wide (AC 220V/110V 50Hz/60hHz) for use all over the world.  

2. Features of Once-using Optical Fiber Needle
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Once-using optical fiber needle was designed with patent technology owned by ourselves. It is mainly used for Low Power Laser Intra-vascular Irradiation Treatment.

(2) The optical fiber needle is made from macromolecule materials, so it is soft, flexible and can be parallel to the blood vessel, with much less possibility to injure the vein. 

(3) The optical fiber needle core and coating membrane are fixed very well, and won’t be separated from each other. This could put an end to the micro adhesive material falling off into blood vessels.

(4) The bottom case of optical fiber needle adopts quick-locking plug structure, which makes it easy to connect optical fiber coupler with optical fiber needle together.
(5) Optical fiber needle can match with I.V.Catheter very well, so there won’t be bleeding during puncture.

(6) The optical fiber needle is sterilized by epoxy ethane, so there is no bacteria, no pyrogen and no abnormal toxicity. Its chemical property is stable. 

(7) Single use to avoid cross-infection and blood infection diseases effectively.
Range of Indications 

     It is mainly used for Laser Intra-vascular Irradiation or Body Cavity Irradiation, and also for body surface and acu-points irradiation.  

Description of Parts (AS Chart 1)
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Chart 1

(1) Time and Laser Power Display Screen     (2) Pulse Frequency Indicator

(3) B-output Timer Button                  (4) B-output Working Mode Button  

(5) B-output Pulse Adjust Button            (6) B-output Button 

(7) B-output Power Test Hole               (8) A-output Pulse Adjust Button 

(9) A-output Timer Button                 (10) A-output Working Mode Button        

(11) A-output Button                     (12) A-output Power Test Hole       

(13) Lock Switch                        (14) A-output Optical Fiber Coupler Socket & Power Adjustor    

(15) B-output Optical Fiber Coupler Socket & Power Adjustor  (16) Data Plate 

(17) Fuse                               (18) Power Source Outlet 

(19) Remote Control Interlock Outlet         (20) Laser Terminator for Emergency 

Operation Description 

1. Preparation
1) Take out the unit from carton, check if there is any damage of the unit, and if accessories are complete. Please read the Instruction Manual carefully before use

2) The laser Transmission system consists of Optical Fiber Coupler (As Chart 2) and Optical Fiber Needle (As Chart 3), or select relative accessories for body cavity, body surface and acu-points irradiation (As Appendix 1). 

3) Insert Optical Fiber Coupler (As Chart2)into socket (14) (15)and fasten it, point Fitting Blot to Coupler socket in the socket, and then fasten the outer nut with the accompanying wrench. 
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                                    Chart 2 

2. Start 

1) Insert one side of the power plug into the Power Source Outlet (18) , then turn on the power, turn up the Lock Switch (13) to “ON”. Immediately Time and Laser Power Display Screen (1) flash, at the same time Time Display Screen indicates “60” minutes and the Laser Power Display Screen indicates “0.00”. Press A-output Button (11) or B-output Button (6), laser put out from A and B sides a few seconds later respectively.

2) Press Timer Button (3) or (9) “▲”or “▼” to select treating time with range of 0~99mins. Regulate time for A Output and B Output respectively.

3) It has two working modes: continuous and pulsed. It is set automatically at continuous working mode when it turns on. If select (4)、(10) Pulse Working Mode
[image: image4.wmf], with frequency range of 10~80 times/min, please press “PULSE” on button (5) “▲” or (8) “▼” continuously to adjust pulse frequency. To stop pulsed working mode, please press 
[image: image5.wmf] Button to change to continuous one. 
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                                        Chart 3
3.Operation of He-Ne Laser Intra-vascular Irradiation Therapy 

1)Turn on the unit and preheat for 15~30 minutes, set it at continuous working mode, tear off the paper plastic package of Optical Fiber Needle, and connect it with Optical Fiber Coupler, insert the other side of Optical Fiber Coupler into Hole (14) and (15), and turn in clock-wise direction to fasten it, then remove the Power Test Hole cover (7), (12) to right, aim the Optical Fiber Needle with protective cover at Power Test Hole (7) or (12), laser output power displayed on Time and Laser Power Display Screen (1), turn Power Adjustor (14) or (15) to adjust laser power to higher or lower. Treatment can be conducted once the laser power is adjusted to needed one. The operation please refers to picture A, B. 

2) Choose the position for puncture the arm of the patient, bind up tightly the tourniquet, and sterilize it in regular way, then open the Paper Plastic Package⑦of I.V.Catheter, with finger nipping the Needle Base ④, pulling out the Protective Cover⑥.Keep the Needle ① blade upward, then puncture the vein by angle of about 40°, as soon as seeing blood in the transparent Runback Device⑤, adjust the Needle① to 10°in line with vein, push it forward into the vein for 1 cm. The operation please refers to picture C. 

3) Loosen the tourniquet, meanwhile holding the middle of Cannula ② with left thumb, and the little finger pressing on the vein far from the position of I.V Catheter to stop blood flowing. And the other hand holds the Needle Base ④to fix it, at the same time, left hand push the Cannula ②forward slowly into the vein. You may also pull out the Needle Base ④ and Needle ①together. The operation refers to picture D.

4) Insert Optical Fiber Needle ⑨with adjusted power into the Cannula ②through Cannula Base③, then parallel laser beam to the blood vessel to irradiate circular blood in blood vessel effectively. The operation refer to picture E.
5) Fix Optical Fiber Needle and puncture needle cover on the hand, then the treatment may be conducted. It takes 60~90 minutes for each treatment. Once every day, 5 to 7 days a course with an interval of 5 to 10 days. The operation refers to picture F.
Operation of He-Ne Laser Intra-vascular Irradiation Therapy


A Connect With Once-using Optical        B. Adjust and measure the power which      C. Put puncture needle into the vein

Fiber Needle                          is out from optical fiber needle.

D One hand press vessel, the other        E. Insert optical fiber needle      F. Use medical rubberized fabric to fix 

pull out puncture needle                                            puncture needle and optical fiber 

needle on hand
When the setting time for treatment is off, a signal sound will be heard, at the same time laser output will be cut off automatically. Now pull out the I.V.Catheter cannula and optical fiber needle together and throw them into a special container for destruction. Then turn the Lock Switch (13) to "OFF", and treatment complete.
4. The Unit Connection with Body Cavity, Body Surface and Acu-points

1) For nose and ear irradiation, please select KX-3 Optical Fiber Coupler in 1st item of Appendix 1 to fix in Optical Fiber Coupler Socket. 

2) For acu-points and body surface irradiation, please select magneto-Optic Bend Sucking Disc Optical Fiber Couple in 2nd item of Appendix 1 to fix in Optical Fiber Coupler Socket.

3) For deeper cavity irradiation, please select pen-hold Optical Fiber Coupler in 3rd item of Appendix 1 to fix in Optical Fiber Coupler Socket. 

Items of Taboo 

1. It is prohibitive to irradiate those patients with porphyries, haemophilia, heart pacemaker, as well as gravid woman. The patients with primary hypertension should use it cautiously. 

2. Treatment on children should be conducted under doctors’ guidance. 

3. It is prohibitive to use on the patient with bad cruor mechanism, patient with over slow mental efforts should use it cautiously. 

4. During treatment, if the patient feel dizzy or sick, stop use, and will revive after rest for a while.

Maintenance 
1. Laser generator is the main part of the unit, because laser tube is made from glass, which is fragile, so it should be handled carefully in use. Shock-proof measure should be taken during transportation. If any damage occurred to the unit, such as no power output or broken laser tube, the unit can’t run well. And repair by special maintenance man is needed.   

2.Optical Fiber Coupler is made from single piece of quartz optical fiber, so it is forbidden being folded or curved squarely and make the curving radius of optical fiber cable less than 15mm (As Chart 4) in use. Do not pull it tightly.
3.Optical Fiber Coupler should be used according to stipulation. If it is broken or damaged due to incorrect use, immediately turn it off to avoid unexpected laser output from the broken part. Please take out the broken Optical Fiber Coupler and change a new one. 
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              Chart 4                                       Chart 5 

4.Keep coupler lens clean, if the adjustor is set at maximum, output power is still low (or laser output facula is not round and scatter), please clean the connecting part of coupler and needle with alcohol. And then wipe residue alcohol with cotton stick (As Chart 5). Observe if the power become higher (or any improvement in facula), if no much improvement, please send it to manufacture or special maintenance man for repair. 

5. I.V.Catheter and Optical Fiber Needle are sterilized by epoxy ethane and single use, it is strictly forbidden using them repeatedly to prevent cross-infection. In Case that the protective cover of Optical Fiber Needle (or I.V.Catheter) is broken or polluted, no use is permitted.

6. Optical Fiber Needle should be stored in clean and dry place. Do not put it near hot sources.  

7. In case that there are any troubles occurred in the unit, please send it back to the manufacturer or ask special maintenance man to repair it. If user has a qualified maintenance technician, manufacturer may supply repair parts or guidance. 

8. If the unit won’t be used for long time, it should be placed in a clean and dry place with humidity of no more than 80%. 

Cautions 

1. The power source parameter used should comply with the required one. 

2. No exposure laser beam to eyes. There is Laser Power Adjustor (14), (15), adjust it to OFF state after treatment (in anti-clockwise direction). 

3. Safety distance for eye (NOHD) is 192cm (according to A5 in Appendix of GB7247.1-2001) . 

4. Instruction for Eye Protection

1) It is prohibitive to expose laser beam to eye to protect eyesight. 

2) Unexpected laser reflection should be noticed in use. 

5. Safety Interlock is set in the unit, take it off, the unit will turn off automatically. 

6. After use, the key should be taken out from the unit and kept by special person to prevent unexpected use. 

7. There is a remote control interlock for laser safety protection, in case of necessary use, insert the interlock plug into hinder remote control interlock outlet, fix the other side on the door, when close the door, the switch is on, laser put out, and when open the door, the switch is off, with laser output terminate, thus preventing other person enter the treatment room. 

8. There is a laser terminator for emergency in the unit, when in emergency, press this button quickly to terminate laser output. After emergency, turn it lightly in the direction marked on the button, and the power become on again (Note: Before turn on the unit, please check if this button is connected well, otherwise no laser put out). 

9. Solvent for cleaning and sterilization should be volatilzed before use the unit. 

10. Error of laser power tester is ±20%. Precision is±5%
11. Beam irradiation angle is 2mrad; Maximum laser output value: 6.0mW±15%,accumulative measure uncertainty is no more than ±20%. 
12. This unit is classified as 3B type, electric shock type is II type “
[image: image8.wmf]”，CF type equipment“
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”。 
13. Warn marks, illustrative marks and symbols are in obvious place.                                                                                                                                              
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Laser Terminator For Emergency    Optical Fiber Applicable Parts       Remote Control Interlock 
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Notes 

   Laser irradiate if open it. 

Avoid laser beam irradiation.

              

Notes 

Laser irradiate if open it or 

interlock invalidate.  

 


           Remind Mark                                Safety Interlock Mark 
                                       Chart 6 

Package, Transportation, Storage

1. Package

1) The outer package is horniness paper case. 

2) The unit is packed in neutral plastic bag to prevent humidity and pollution.

3) The accessories are packed in neutral plastics bag too.

4) The unit is packed with shockproof article to prevent natural or man-made damage.

5) The following symbols marked on the outer package.

  a. Manufacturer and Address;

  b. Name of product and Model;

  c. Net weight and Gross weight;

  d. Dimension (L×W×H)

  e. The marks of “Handle Carefully” “UP” “No humidity” and any marks in compliance with stipulation of GB191 wouldn’t become slur even if after a very long time. 
2. Transportation 

1) The well-packed unit may be transported by normal vehicles. But the carriage or cabin must be kept dry, clean without pollution. 

2) It must be put far from dangerous goods in transportation.

3) No sunshine and no rain or snow is permitted in transportation.

3. Storage

1) The unit should be stored in the draughty room with relative humidity of no more than 80%,.  

2）The unit must be put far from toxicant, perishable, inflammable and explosive substance.

3)  The unit should be put on the goods shelf without heavy goods on it. 

Technical Parameters
	Parameter Name 
	Technical Parameters

	Model 
	KX-350-2B

	Power Source
	220V/110V±10%  50 HZ /60 HZ

	Input Power 
	35W

	Wavelength 
	632.8nm 

	Maximum Laser Output Power 
	6.0mW±15% 

	Laser Terminal Output Power 
	<5.0mW

	Laser Generator Working Current
	5mA~7mA

	Laser Generator Length
	350mm±5mm

	Time Range 
	0~99min


Structure Illustration
Appendix 1 Additional Function of He-Ne Laser Multi-function Cure Instrument (Special accessories)

1. KX-3 Optical Fiber Coupler: For Low Power Laser Cavity (Nose, ear ) Irradiation. 
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2. magneto-Optic Bend Sucking Disc Optical Fiber Coupler: For acu-points or body surface laser irradiation. 
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3. Pen-hold Optical Fiber Coupler: For deep Cavity laser irradiation. 
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4. 2 In 1 Optical Fiber Coupler: Composed laser power for acu-point irradiation 

[image: image18.jpg]



Packing List

	He-Ne Laser Multi-function Cure Instrument
	1 set

	Instruction Manual
	1 pc

	Power Source Wire
	1 pc

	Fuse (2A)
	2 pcs

	Keys
	2 pcs

	Remote Control Interlock Wire
	1 pc

	Plastic Wrench
	1 pc (hung on the side)

	Optical Fiber Coupler
	2 pcs


GUILIN KANGXING MEDICAL INSTRUMENT CO., LTD.

Add: 2/F High-New Chuang-Ye Mansion, High New Zone, Guilin, Guangxi,, China 

Tel: +86-773-5823631  5854359  Fax: +86-773-5813301   E-mail: sale@kxlaser.com.cn 

Director: Huang Yi-fu   Sales Manager : He Man-ping

Warranty Card (Original)

Product model:    KX-350-2B              Manufacture No.:                      
Date of manufacture:                       Date of ex-factory:                     
Name of user:                                                                 
Address:                                                                     

Record Repairing in Warranty Term

       Date                       Record                    Person in charge
Warranty Card (Copy)

Product model:                             No. ex-factory:                       
Date of manufacture:                       Date of ex-factory:                     
Name of user:                                                                 
Address:                                                                     

Record Repairing in Warranty Term

       Date                       Record                    Person in charge



Allosteric Effects of Protein(Enzymes and  Other Functional Proteins)
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