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INSTRUCTION FOR USE 

 

 
[CONFIGURATION AND STRUCTURE] ** 
<Component> 

Stainless steel (Fe, Cr, Ni, Cu, Mn) 
 
<Appearance> 
 
 
 
 
 
 
 
 
 
 
<Specification> 
Hardness : 150 ~ 200HV 
Height : 3.00 ~ 6.00 mm 
Thickness : 0.08 ~ 0.25 mm 
 
<Performance characteristics> 
In orthodontic treatment, orthodontic attachments such as 
weldable brackets and weldable buccal tubes are soldered or 
welded to the outside surface of this product. 
 
[INTENDED PURPOSE] ** 
For the purpose of orthodontic treatment, this product is used for 
fixing weldable brackets, weldable buccal tubes and the lingual 
attachment to the teeth. 
 
[OTHER CONSIDERATIONS SUCH AS INTENDED 
PATIENT TARGET GROUPS, MEDICAL CONDITION 
AND PATIENT SELECTION CRITERIA] ** 
<Indication> 
Patient group: From children at the time of permanent tooth 
development to adults. 
Medical condition: malalignment of teeth, malocclusion 
Patient selection criteria: 1) A person with no history of 
hypersensitivity such as allergy to the components used in this 
product. 2) A person with healthy gums. 
 
[OPERATING INSTRUCTIONS OR HOW TO USE] ** 
1. Weld or solder the attachments such as bracket or buccal tube to 

the band. 
2. Coat the band cement entirely inside band, and inset it to the tooth. 
 
[PRECAUTIONS CONCERNING THE USAGE] ** 
1. Select the proper size of the band for the tooth to prevent the 

washing out of band cement. 
2. Take precaution with the welding condition to prevent the 

attachments from falling off from the band and the band from 

tearing up. 
3. Carefully use the band pusher so as not to injure the patient’s soft 

tissue by slipping the band pusher. 
 
[PRECAUTIONS FOR USE] ** 
Important basic cautions 
1. Do not use the product for any purpose other than the 

aforementioned intended purpose. 
2. Professional use only. 
3. If deformation or deterioration is recognized, do not use. Contact 

a sales representative. 
4. If an allergic reaction occurs, discontinue use of the product and 

direct patient to consult physician. 
5. Every time the patient come to the practice, confirm that no defect 

such as crack or transformation occur. 
6. When receiving an MRI examination, instruct the patient to inform 

the doctor or technician that the orthodontic attachments are being 
worn. 

7. Dispose of in accordance with local regulations after use. 
8. Please report all serious accidents related to this product to the 

manufacturer and the regulatory authorities in the Member State 
in which the user and/or patient resides. 

9. The band once it is tried to use should be sterilized before returning 
to the band case. Sterilization is important for prevention of 
infection. Before sterilizing clean the band with ultrasonic cleaner 
by the usual method. For autoclave sterilization, sterilize the band 
at 134degC at least for 3 minutes, and for dry-heat sterilization, 
sterilize at 180 deg C for 30 minutes. 

Defect and adverse event 
1. Used product is likely to cause deformation, deterioration or 

reduction of strength and induce infection. 
2. An allergic reaction, such as rash or dermatitis may occur by using 

this product. 
3. The metal contained in this product may generate heat by the 

device emitting strong magnetic field such as MRI. It may also 
influence to the device such as the disturbance in the captured 
image. 

 
[STORAGE] **  
1. Keep in a location without risk of negative effect by air containing 

a large amount of dust, salt and moisture, and without external 
pressure against the products. 

2. Store away from direct sunlight, heat and moisture, and ultraviolet 
rays. 

3. Keep away from non-professionals. 
 
[NAME AND ADDRESS OF THE MANUFACTURER] ** 
Manufactured by: TOMY INC. 
 Tenko Bldg. 3-16-7 Midoricho, Fuchu City, 
 Tokyo 183-0006 JAPAN 
 TEL +81-42-363-1151 
 http://www.tomyinc.co.jp/ 
 
 
 
 
 
 
 
 

WARNING 
(1) Single use only. 
(2) Avoid use for patients with an identified allergy to the 

metals contained in this product, such as rash and 
dermatitis. 
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