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April 12, 2018 (Rev. 1)

Application Number: 15B1X10003000031

Equipment (12) Physical Therapy Instruments and Equipment
General Medical Instruments: Impactor JMDN : 3285600

MORACT Blade

[Warning]
1. Read these package inserts thoroughly before use.
2. These instruments are all non-sterilized. Clean and
sterilize them before use.
3. When operating the instruments, use standard
precautions for handling blood and other bodily fluids
and follow preventive measures against infection.

[Contraindications and Prohibitions]
1. Do not use the instruments for any purposes other than
what they are intended for.
2. Do not make any changes or modifications to the
instruments.
3. Do not expose the instruments to any chemical solution.

[Shape, Structure and Principle]
1. Material
Stainless steel
2.  Shape, Structure

[Usage Purpose and Indications]
These instruments are reusable and designed to
transfer impulse to target areas of the body.

[Operation Method or Usage Method]
Never fail to wash and sterilize the instruments after
use. (It is recommended that the devices be sprayed
with either diluted isopropyl alcohol, chlorhexidine or
hibitane, and promptly wiped off.

[Precautions for Use]

1. Contact with a hard object, resulting in denting and/or

deformation of the instrument tip, may reduce
functionality and injure the human body during use.

2. The operator needs to have proper understanding
about the patient’s condition and knowledge of the
correct usage techniques when using these
instruments. No operators are advised to use these
instruments without the appropriate skills.

3. Incorrect usage may cause bodily injuries.

4.  When using these instruments, proper anatomical

attention is required to effectively deliver the intended

and appropriate impact on body tissue.

5.  Close attention must be paid when handling the
instruments to avoid unexpected and/or adverse
effects.

6. Do not use any coarse abrasive agents or steel wool

when cleaning the instruments.

1.

1.

Manufacturer:

[Storage Methods and Preservation]

Avoid high temperatures, humidity, grit and dust when
storing these instruments.

Keep these instruments away from moisture or direct
sunlight.

Keep these instruments out of reach of children.

[Maintenance and Inspection]

The user is responsible for usage, maintenance and

inspection of these instruments.

Conduct inspections before and after each use, along

with periodic checkups, in order to maximize

instrument lifespan and safety.

Follow the below instructions to minimize aging of

these instruments:

1) Clean, sterilize and wipe off these instruments
with a dry cloth immediately after use.

2)  If these instruments are insufficiently cleaned, do
not sterilize them.

3) Do not clean the instruments with any agent with
high levels of acidity or alkalinity.

4)  Dry the instruments immediately after cleaning.

[Packaging]

3 units

[Product Complaints]

1. Contact the manufacturer (see below) for inquiries
about product quality, safety, reliability, durability,
efficacy and effectiveness.

2. If any of these products are responsible or thought to
be responsible for having caused the death and/or
serious injury of those affected and consequently
receiving medical treatment, immediately contact the
manufacturer by phone or fax (provided below).

[Marketing Authorization Holder and Manufacturer]

Marketing Authorization Holder and Manufacturer:
JMR co., Ltd.

641, Ohara, Nishikan-ku, Niigata city, Niigata
959-0511 Japan

Tel : 0256-78-7176 FAX : 0256-86-1461
E-mail: info@jmr-lab.com

YAMAZAKI KINZOKU KOGYO Co., Ltd.




