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1 Overview

1. Overview
1

1.HyperLight Main Body

2.Base

3.Power Adapter with removable power cord
4.Backscatter Radiation Shielding
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1 Overview

1.2 Packing list and coding

HyperLight Main Body
1 pcs™

Power Adapter with
removable power cord
~ 1lpcs”

U g S

Backscatter Radiation
Shielding" option™
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2 Symbolinstruction

2. Symbol Instruction

AWARNING

If the instructions are not followed properly, operation
may lead to hazards for the product or the user/patient.

P

Additional information, explanation of operation and
performance.

Serial number

Type BF applied part

Alternating current

Dispose of in accordance with the WEEE directive

a1 =30

Keep dry

N

q

0%
(41}
)
O

Temperature limitation

®

20%

Humidity limitation

106kPa

je3!

70kPa

Atmospheric pressure limitation

Catalogue number

Manufacturer

Date of manufacture

Bl [E8 3E

O

Lot of manufacture

m
H

Authorized Representative in the European Community

‘:’ Eighteeth

Manufacturer 6s LOGO

Follow instructions for use

Warning of ionizing radiation

B>

External extension cord interface
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3 Foreword

3. Foreword

3.1 Scope of application

The HyperLight Hand-held Dental X-ray System is indicated for use only
by a trained and qualified dentist or dental technician for both adult and
pediatric subjects as an extraoral diagnostic dental X-ray source to produce
X-ray images using intraoral image receptors.

This device must only be used in hospital environments, clinics or dental
offices by trained and qualified dental personnel and not used in the oxygen-
rich environment.

3.2 Contraindications

The device is designed for use with patients of any overall health status,
as solely determined by the practitioner, with the following considerations for
specific circumstances:

0 Pregnant women. The medical practitioner must weigh the benefits
conferred by use of the device against the potential hazard to the pregnant
woman and fetus resulting from radiation exposure. If use of the device is
considered justified, the practitioner must take the appropriate precautions,
such as use of radiation safety garments, to limit radiation exposure beyond
the maxillofacial complex.

0 Pediatric. The medical practitioner must weigh the benefits conferred
by use of the device against the potential hazard to the child resulting from
radi ation exposur e, considering the m
development. If use of the device is considered justified, the practitioner
must take the appropriate precautions, such as use of radiation safety
garments, to limit radiation exposure beyond the maxillofacial complex.

0 Patients with medical conditions causing involuntary movements. For
patients who experience seizures or who have been diagnosed with
conditions such as Parkinsonds Diseas
controlling physical movements, the medical practitioner must weigh the
benefits conferred by use of the device against the potential hazard to the
patient resulting from additional radiation exposure due to a re-scan in the
event that an involuntary movement renders an image unusable for
diagnostic purposes.
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3 Foreword

AWARNING

Read the following warnings before use:

1. The device must not be placed in humid surroundings or anywhere where
it can come into contact with any type of liquids.

2. Do not expose the device to direct or indirect heat sources. The device must
be operated and stored in a safe environment.

3. The device requires special precautions with regard to electromagnetic
compatibility (EMC) and must be installed and operated in strict compliance
with the EMC information. In particular, do not use the device in the vicinity of
fluorescent lamps, radio transmitters, remote controls and do not use this
system near the active HF Surgical Equipment in the hospital. Portable RF
communications equipment (including peripherals such as antenna cables
and external antennas) should be used no closer than 30 cm (12 inches) to
any part of Hand-held Dental X-ray System, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment
could result. Do not charge, operate or store at high temperatures. Comply
with the specified operating and storage conditions.

4. Gloves are compulsory during treatment.

5. If irregularities occur in the device during treatment, switch it off. Contact
the agency.

6. Never open or repair the device yourself, otherwise, void the warranty.
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4 Safety Precautions

4. Safety Precautions

4.1Radiation Safety
The HyperLight was designed to be used in clinical settings (e.g., a
dental office) and controlled settings where transportation or use of other X-

ray devices might be pr ohindbormobiitg. due

A

This X-ray unit may be dangerous to patient and operator unless safe
exposure factors, operating instructions, and maintenance schedules are
observed.

The HyperLight provides a high degree of protection from unnecessary
radiation. However, no practical design can provide complete protection nor
prevent operators from exposing themselves or others to unnecessary
radiation. It is important to restrict use and follow all applicable government
radiation protection regulations. Pregnant women should not be exposed to
X-rays unless necessary. Proper safety precautions should be taken to
minimize dose to the fetus.

Operators must be fully acquainted with industry safety
recommendations, established maximum permissible doses, and local
jurisdiction requirements for use.

A

This X-ray unit must only be operated by trained personnel in a controlled
setting. Within such a setting, ensure that only the patient is in the direct beam
of the x-ray, and that any ancillary personnel are a minimum of 6 feet away
from the patient. If it is necessary for any ancillary personnel to be closer than
6 feet, these personnel should stay out of the direct beam and wear personal
protective equipment, such as an apron and thyroid collar.

A

In implementing a radiation protection program, consult all applicable
regulations governing radiation protection and the use of X-ray equipment,
and ensure full compliance with any such regulations.

Page 9/35



4 Safety Precautions

4.2 Leakage Dose

Leakage Dose Permissive Range
65 kVp, 2.5 mA, 0.5 s (Max. Exposure
Condition)
At Focal Spot to Distance 1 m 1: 30 <0.25mGy/h
Duty Cycle

Page 10/35



5 Installation

5. Installation

5.1 Plug in the charging cable
First open the silicone cover, then plug one end of the charger into
the machine and the other end into the socket. The charging icon will be

Charging port

Mo

Extension cords are not provided.

5.2 Install backscatter radiation shielding
Put the backscatter radiation shielding on the machine. This step is
required only hen an optional backscatter radiation shielding is required.
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6 Opeation

6 Operation

6.1 Operation panel instructions

Type

Choose adult mode or child mode

Choose tooth type

Increase exposure time

Reduce exposure time

Press two buttons at the same time to lock or
unlock the machine.

Press these two buttons at the same time to
enter the setting interface.

Power Button
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6 Opeation

6.2 Power On/Off
6.2.1 Power On

1. First press the power button and then let go, then the screen will
enter the boot interface.

2. Make sure that the battery level is not lower than the figure below.

Battery level 1
6.2.2 Power Off
Long press the power button to shut down.
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6 Opeation

6.3 Screen instructions

No. Iitem Description
Bitewing
Lower Molar
1 Upper Molar Selects the tooth type.
Canine
Incisor

Digital Sensor

Use the sensor to receive X-
rays

Phosphor Use the Phosphor Plate to
Plate receive X-rays
Film Use the Film to receive X-rays
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