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1 Helios 500 Components

1.1 Parts Identification
1.Reusable tip

2.Scanner

3.Holder of scanner

4.USB flash driver

1.2 Button of scanner

2-1. Start / stop scan button .
Press once to start scanning
Press again to stop scanning

2-2 Jaw/ Bite Switch button !

2-3. Mode indicators

-
Upper jaw scan mode

=’ |ower jaw scan mode

P
=’ Bijtes mode

Note: Workstations are not included in this product
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1.3 Packing list

Scanner (1pc)

Holder of scanner
(1pc)

Reusable tip
(Size L)
(3 pcs)

Reusable tip
(Size S)
(1pc)

USB flash driver (1pc)
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2 Symbols

General warning sign

Caution

gl

Serial number

X
m
T

Catalogue number

Batch code

Medical device

Authorized representative in the European Community

Manufacturer

Country of manufacture

Washer-disinfector for thermal disinfection

Type BF applied part

e (= lencdl IS

Keep dry

e
m

CE marking

Dispose of in accordance with the WEEE directive

| ¢

Direct current

%)

Consult instructions for use

‘:’ Eighteeth

Manufacturer’'s LOGO

134°C

Sterilizable in a steam sterilizer (autoclave) at the
temperature specified

g
5

Temperature limit

ko

Q5=

Humidity limit

Atmospheric pressure limit
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3 Introduction

3.1 Indications for Use

The Helios 500 is a digital optical scanning device used to record the
topographic characteristics of teeth or dental impressions in 3D dimensions.
The resulting topographic impressions are intended for use in the computer-
aided design and manufacturing of dental restorative prosthetic devices,
dental implant prosthetic devices, and orthodontic models.

The Helios 500 could be used for both adult and children in clinical practice.
The Helios 500 is designed to acquire 3D models in the followings

® Upper jaw

® Lower jaw

® Bites

3.2 Contraindications

Patients with oral mucosal disease, mental iliness, severe respiratory disease,
asthma, Parkinson's disease, hyperactivity disease are forbidden.

Patients with moderate or severe opening limitation should use it with caution.
3.3 Safety Instructions

YAN

Scanner

® You MUST read and understand this safety information before using the scanner.

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

® This scanner shall only be used inside hospitals and other professional healthcare facilities
and MUST NOT be used near high frequency surgical equipment and the RF shielded room
of an ME System for magnetic resonance imaging, where the intensity of electromagnetic
disturbance is high.

® Before using the scanner, check the outer surfaces of the unit and any accessories to ensure

there are no rough surfaces, sharp edges, or protrusions which may cause a safety hazard.

DO NOT place objects within the field of operation of the unit.

When the unit is not in use, ensure that the scanner is turned OFF.

DO NOT use the scanner in conjunction with oxygen-rich environments. This unit is not

intended for use with flammable anesthetics or flammable agents.

DO NOT pull or twist the cable.

DO NOT drop the scanner.

DO NOT sterilize the scanner.

DO NOT expose the scanner to water spray or submerge it in water or disinfectant.

DO NOT expose the scanner to high vibrations.

DO NOT expose the scanner to ultraviolet radiation for a long period.

DO NOT stare at the LED emission window.
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DO NOT remove the cover of any scanner components. The scanner contains no user-
serviceable parts. For any repairs, contact a qualified Eighteeth service technician.

DO NOT replace the cables provided with the scanner with other cables. Doing so may
damage the scanner and adversely affect the safety protection and EMC performance of the
scanner.

Any other equipment not complying with IEC 60601 shall be kept at least 1.5 meters away
from the patient.

If the equipment is faulty, turn it OFF, display an “Out of Service” notice, and contact a
qualified Eighteeth service technician.

Using components, cables and spare parts other than those specified or provided by the
manufacturer of this equipment may impair the safety protection of the scanner and may
result in increased electromagnetic emissions or decreased electromagnetic immunity of
this equipment and result in improper operation.

No modification of this equipment is allowed.

Additional multiple outlet strips or extension cords should not be connected to the system.
When the device breaks down, stop using it immediately and pull out the USB plug from the
workstation. When the device breaks down, the temperature of the applied part may reach
to 43°C, but no higher than 48 °C.

This equipment contains certain materials and chemical compounds incidental to the
manufacture of electrical and electronic equipment, and improper “end-of-life” disposal of
such equipment can result in environmental contamination. Therefore, this equipment
should not be disposed of as ordinary household waste but should instead be delivered to a
designated electrical and electronic waste disposal or recycling center. For further
information on disposing of electrical and electronic waste, contact the cognizant authority
within the jurisdiction.

Do not use the device continuously for more than 10 minutes.

Workstation

DO NOT place the workstation and the peripheral equipment connected to it in the
immediate vicinity of the patient. Leave at least 1.5 meters distance between the patient and
the equipment.

The scanner is only intended to be connected to a workstation that is at least IEC 60950-1 /
IEC 62368-1, or equivalent standards certified. Connecting the scanner to other equipment
may be hazardous.

Leave a sufficient amount of clear space around the workstation to ensure that it is properly
ventilated.

Position the screen to avoid light reflections from internal or external lighting for maximum
image quality and visual comfort.

Page 8/51



4 Product Installing

4.1 Installation Environment Requirements

Since this product is not equipped with a workstation, during the installation of
this product, customers need to provide an additional laptop or desktop
workstation.

4.2 Connecting the Helios 500 to the workstation

Step Graphic Example Description

If cables are not installed,
perform the following steps:

Align the latch indication with
ljr%, insert the type-c and

1
latch into the scanner, and turn
the latch clockwise so that the
latch indication is aligned with
Make sure the lens window at
2 the base of the scanner is clean

by wiping it with a moist, lint-
free cloth or lens tissue.

Slide the tip onto the scanner
as shown, the tip can be

L >
3 E@D mounted in both directions.
@ Please wuse the original

reusable tips.
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Insert the USB connector of the
scanner to any USB 3.0 port on
the workstation.

The scanner will automatically
turn on, place the scanner on
the holder of scanner, and the
device will enter the sleep
state.

After the scan is complete,
place the scanner on the holder
of scanner, and the device will
enter the sleep state. Pull out
the USB plug to disconnect the
scanner.
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4.3 Software Installing

Step

Graphic Example

Description

=

%

Connect the USB flash
driver to the
workstation and open

it. Double Click

I Helios Software Setup —

License Agreement

Please review the license terms before installing Helios Software.

Press Page Down to see the rest of the agreement.

[changzhou Sifary Medical Technology Co. Ltd. SOFTWARE LICENSE AGREEMENT ”

Acquisition software: Intraoral Scanner Acquisition software
Read the following terms and conditions carefully before using this software, Use of this
software indicates your acceptance of these terms and conditions, If you do not agree
with them, you should prompty return the package in its entirety.

LICENSE

1. Grant of License. Changzhou Sifary Medical Technology grants you a license up to use

the endlased software program(s) (the “saftware") subject to the license restrictions set v

If you accept the terms of the agreement, dick I Agree to continue. You must accept the
agreement to install Helios Software.

1 Agree Cancel

Click

B Helios Software Setup -

Choose Components
Choose which features of Helios Software you want to install,

Check the companents you want to install and uncheck the companents you don't want to
install. Click Next to continue.

Select companents to install:

= Description

Space required: 238.9 MB

Click
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B Helios Software Setup - X
Chaose Install Location .
Chaose the folder in which ta instal Helios Software.

Setup will install Helios Software in the following folder. To install in a different folder, didec
Browse and select another folder. Click Install to start the installation.

Destination Folder

fi: \Proaram Files (x86)\Helios}]

Browse...

Space required: 238.9 MB
Space available: 10.9 GB

<Back Install Cancel

Select the installation
location and click

Install

[ Helios Software Setup —

Installing -
Please wait whie Helios Software is being nstalied. -

Extract: 1.0.0.9.zip

Show details

Wait until the software
installation complete

4.4 Software Update

If there is an update of Helios 500 software, we(Sifary) will notify local
distributors (agents) and provide free installation USB Flash Driver, and the
distributor(agents) will upgrade the software for everyone.

4.5 Scanner placement

It is recommended to place the scanner in the holder of scanner. The
installation method is as follows:
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The holder can be used as a
desktop mount  holder.
Place the scanner in the
holder when you are not
using it.
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5. Software Introduction

5.1 Interface
5.1.1 Login interface

5.1.2 Scan interface.
2 3
B v=vios

“aEeT
| [

4 7 5 8 9

Page 14/51



5.1.3 Refine interface
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1 | Option Menu User information and More | See 5.2.1
options

2 | New patient New patient information See 5.2.2

3 | Jaw/ bhite Switch Select the upper jaw, lower jaw, | See 5.2.3
or hites

4 | Process guide Displays the current step in the | See 5.2.4
process

5 | Data editing toolbar Select and manage 3D model | See 5.2.5

6 | Data refining toolbar | Refine 3D model See 5.2.6

7 | Scanning assistant Benefite to obtain 3D model See 5.2.7

8 | 3D model display | Displays the 3D model created | See 5.2.8

area by the scanner

9 | Video preview area Displays live video when | See5.2.9
scanning, or the scanner status
when not scanning

10 | Report saving Save scan data locally in | See 5.2.10
STL/PLY format

5.2 Interface Overview
5.2.1 Option Menu

5.2.1.1 User information

Click N ,» User information page is displayed, you can view user information,
switch and exit the current user

5.2.1.2 More options

]
Click “® , More options is displayed, enables you to access Import scan data,
Export scan data, Scan historys, Settings and About dialogs
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s | & e
L’ About
Software Version

Hel

Import scan data Export scan data

Ful

O

Scan historys Seftings

5.2.1.2.1 Import scan data

The Import scan Data option allows users to import local scan data in HIZP
format into the software for further scanning or other operations.

AN\

® If you need to continue scanning after importing the previously saved scan
data, you must ensure that the scan data is acquired by the same scanner
currently connected, otherwise you will not be able to perform subsequent
scans on the imported data.

® Only scan data in local HIZP format can be imported into the software
5.2.1.2.2 Export scan data

The Export scan data option allows users to save scan data locally in HIZP
format for subsequent import to continue scanning or other operations

A\

The scan data is saved locally in HIZP format by the Export scan data option.
5.2.1.2.3 Scan historys

Scan records are saved in the scan historys, searching for patient information
to open the previous scan data by the scan historys.
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Scan History
Type here to search

Patient ID Patient Mame Date Time: v Scanner

100002 Lily 2023/9/14 18:32  76A230426061 (.

Open Cancel

AN\

In Settings option, you can set the Auto save scan history, Save date, Save
path

5.2.1.2.4 Settings

1) General Seting

Setting X

General Setiing
Tooth number system Language

FDI/ISO @ Universal English

Sound Show Tips

. 34% oFF oN

Show Patient Info Dialog on Start

Sure Cancel

Tooth number system: Select the FDI/ISO or Universal as the tooth
numbering system.

Language: Select the user interface language.

Sound: Adjust the volume

Show tips: When selected, the screen displays an indication of the correct

scanning method When scanning 3D image of the occlusal
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Display patient information dialog on start: When selected, the patient
information dialog will pop up when Helios opens.

2) Scan

Setting X

Sean

Scan sound Occlusal Adjustment

® Enable Audiol oFF o

.............

Sure Cancel

Scan sound: When selected, a sound will be continuously played when you
are scanning (if your workstation does not have speakers, this option will not
take effect).

Occlusal adjustment:When selected, the software will automatically correct
over- occlusal after refinement.

Warning sound: When selected, a warning sound will be played if the scanning
duration exceeds the recommended thresholds, a strong light is detected, or
the scanning performance is declined (if your workstation does not have
speakers, this option will not take effect).

3) Display

Setting X

Display

Color Scheme Element size

Light colar Dark color small Middle 8ig ‘

Monochrome Color

® e

Save

Sure. Cancel

Color scheme: Select the color scheme of the user interface.
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Element size: Select the size of interface icons to adapt to different screen
resolutions.

Mode color: Select the color when displaying the 3D model in monochrome.
4) Save

Setting x

Save

Auto Save Scan History N > ]

Save date 60 days

Save path  E:/6_Helios history

Touls

Export impression machine log

Raalanar

Sure Cancel

Save occlusal data: When selected, the occlusal registration relationship is
saved

Auto save scan history: When selected, scan history files are automatically
saved when the scan is completed. When this option is enabled, users can
customize the number of days and path for saving the scan history.

Save date: After auto save scan history is enabled, you can define the number
of days for auto save scan history

Save path: After auto save scan history is enabled, you can define the path
for auto save scan history

5) Tools
Export impression machine log: You can export scan logs

6) Developer
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Setting %

Exportimpression machine log

Developer

5.2.1.2.5 About
Information about the software version is displayed.

5.2.2 New patient

Click “+, New patient page is displayed, you can create, modify or view
patient information

New Patient X

Patient info Tooth pasition Sean type

Cangel

Patient information: Patient NO., name, age, gender and comment
Tooth position: Adult and child tooth position information

Scan type: Restoration, implant and othodontics

Material: Materials are selected according to patient

5.2.3 Jaw/ bite Switch

9 Upper jaw: Acquires a 3D model of the upper jaw
© Lower jaw: Acquires a 3D model of the lower jaw
© Bites: Acquires a 3D model of the bite
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| Implant: Acquires a 3D model of scanning rod

5.2.4 Process guide

Scan: Enables you to scan the upper and lower jaw, and the

& Scan :
bites
2 Ref Refine: Refines the acquired 3D model, and enables you to
' Reline | use various tools to check the refined results
- Report: Complete the case information and save the scan
v Report
results
> Next step: Proceed to the next step
{ Previous step: Proceed to previous step

ol

.2.5 Data editing toolbar

N

Swap upper and lower jaws: Changes the acquisition mode
from upper to lower or vice versa, if you accidentally scan
teeth on the wrong jaw.

Free cut: draw a curve to delete unnecessary data.

Undo: Return to previous step

Zoom fit: Scales the 3D model to the best size to fit the
display region.

Show 3D center: Show 3D model center

lo camera: Enables you to select intraoral images

Add tooth mark: Mark one or more preparation areas

Delete tooth mark: Delete marked preparation area

Lock area: Lock an area on the model to prevent it from
being updated by additional scanning

Take snapshot: Take a snapshot of the 3D model displayed
on the screen

Color mode: When selected, displays the 3D model in the
actual color. When deselected, displays the 3D model in
monochrome

Vivid display mode: After the color mode is selected, select
the Vivid display mode, the model color is more realistic

Circle cut: draw a circle to delete unnecessary data.

Undo: Return to previous step

Delete: Delete all models from the current case.

5.2.6 Data refining toolbar
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g | Frontview
’ Back view
N Right view
’ N | Left view
® | Top view
< | Bottom view
' A\ Show occlusion analysis: Check the bite surface penetration
t results
t : Switch view: Unfold the bite surface penetration results
' ‘. Clipping mode: Selecet a clipping mode
4 — :
w Reset: Reset a new section

5.2.7 Scanning assistant

. Normal

Non-highlight surface scanning

Highlight surface scanning

cmm Big

Selecet it when connecting reusable tip size L

B

Selecet it when connecting reusable tip size S

Auto exposure: When turned on, the scanner adjusts the
scanner light intensity according to the ambient light
automatically

Al: When turned on, soft tissue is removed during the
scanning automatically

5.2.8 3D model display area
Displays the 3D model created by the scanner

5.2.9 Video preview area
Displays live video when scanning, or the scanner status when not scanning.

il

Scanner is not connected

E

Scanner is connectting

Scanner is in the holder

5.2.10 Report saving

Click

B, Save scan data locally in STL/PLY format
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6. Clinical Guide
6.1 Restoration process

6.1.1 User login

Startup software ™8, fill in Username, Password and verification code, and

click

6.1.2 New patient

Click <+ to open the new order process: fill in the information such as Patient
NO., name, age, gender and comment, select tooth position and scan type,

Restoration( Inlay, Crown, Pontic, Other), and click to enter the scan
process.

New Patient
Patient Info Tooth position Sean Type
Patient No.* 100001 o B B g "
Name'  Lily p i ® )
"o e Restoration
Age 23 = - o
Gender Male ® Female e <£53 L)
; Iniay
s y
= e eonse

EH R REETSEREHHT

OK Cancel

A\

® Scanner USB inserted into workstation, If the scanner not connect, click

- x

6.1.3 Upper Jaw/ Lower Jaw scan
1) Select ™= “o" / il according to the Reusable tip, selectthe = I
O, OR press the button . on the scanner to select the upper jaw mode

- .
/ lower jaw mode =

A
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® |If there is a preparation area, retract the gingiva by gingival restriction
cords. And extract the cords just before scanning the preparation.

® Before starting the scan, dry the teeth thoroughly.

® During the scanning process, adjust the surgical light to keep the light
away from the patient’'s mouth to avoid interference with the scanner.

® |t is recommended to activate « during scanning to automatically
remove soft tissue.

® It is recommended to activate ™ during scanning, the scanner
automatically adjusts the scanning light intensity, which is conducive to
the scanning accuracy.

A\

® Reusable tips received from the manufacturer are NOT sterilized. You
must sterilize them before the first use.

® For detailed information on cleaning, disinfection and sterilization, please
refer to the Helios 500 User Manual: cleaning, disinfection and sterilization.

® Avoid any liquid from leaking into the air outlet near the tip mount or the
air inlet at the rear of the scanner (see the figure below), otherwise the
scanner may be damaged.

2) To start scanning, place the tip of the scanner on the surface of the tooth to

stabilize the scanner and press the button . on the scaner. Wait until a 3D
image appears in the 3D model display screen, and then slowly move it along
the arch at 0-5mm from the teeth.
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BH=Lios £ o o nm- 90

-

B vl cem R

o i
R
E Scan ) IR T - - /

3) The recommended scanning method is to start with a molar, since it has
greater details for easier identification. Change the scanning angle to less than
60 degrees during scanning to allow the surfaces to overlap, if the overlap is
too small, the alignment may be lost.

'y

4) The recommended scanning protocol consisting of 3 sweeps: occlusal,
lingual and buccal to ensure good data coverage of all surfaces. It is
recommended to start the first sweep from the bite surface. If there is a
preparation, start with preparation so that the gingival area can be scanned
before gum collapses; if there is no preparation (for example, in orthodontic
cases), you should start with the first molar. The second sweep can scan both
the lingual and buccal sides, and the third scan covers the opposite side of
the second sweep.

6.1.4 Data editing

After pressing the button . on the scanner to stop scanning, the software
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will automatically repair the holes in the model and mark the color, you can do
the following during or after the scanning

Hold down the middle mouse button to zoom in and out of the model

Hold down the left mouse button and drag the mouse to rotate the model

I-‘
Click — to exchange the upper jaw and lower jaw
Click “* in % draw a curve on the 3D model to delete unnecessary data.

Click in % to undo the previous step

A
Click ¢ to scale the 3D model to the best view

Click @ Show 3D center

Select &3, displays the 3D model in the actual color. When deselected,
displays the 3D model in monochrome

Select W then select “Z, the model color is more realistic

Adjust model perspective, click Q capture the model image
(==
Click L a to take a snapshot of the 3D model displayed on the screen

Click 1) to delete the model

A\

® The holes will be displayed in green. It is recommended to scan these
areas until the holes disappear.

® Re-dry the teeth as appropriate throughout the acquisition process.

6.1.5 Scanning the bites

1) select the 0, OR press the button " onthe scanner to select the bites
mode =

2) Place the tip of the scanner into the buccal side in the patient’s mouth, then
rotate the tip to align with the teeth, close the patient’s mouth and confirm that
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the bite position is correct.

3) Press the button . the scanner, slowly move the scanner tip in mesial
direction with equal coverage of upper and lower teeth. The example below
shows a bites.

VAN

BlH=uios £ uw o 0rE- 50

@ o o hg

Scan  Refine  Report

& Scan )

® You can scan one or two bites. It is recommended to scan one on the left
side and one on the right side of the patient’s mouth

4) After scanning the bites, rotate the model and zoom the view to ensure that
the bite is accurate and that there are no areas where the bite is mismatched.
If necessary, you can delete the scanned occlusion and rescan.

6.1.6 Refine the 3D Model

Click 2 to enter the refine interface,after refinement,

B H=Lios £ o o E— 50
-
Refining, please wait!
A
w q 3
i
Y 71% 5
[ ! 8
¥y EN
Cancel ]
B ol e g . “ﬂ
Scan  Refine  Report O

(2} ~  —
& Scan ) a2, w LY =
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6.1.6.1 View orientation

Click “#, Select a perspective to view the model

Bl H=Lios £ uy 0 aR-go
@ e

* 2
L} ',
n o

@

Stn  Achine  Report
-

{ © Refine } i

6.1.6.2 Occlusion analysis

+
Click '+ to check the bite surface penetration results
Br=uos 8w [ =5 ] L ©

v

[+ JE

4

Sean Refine  Report

(]
{ O Refine » =

Click “+ to check the bite surface penetration results from the front
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.
BrH=Lios 8w Lo ©

)

it
o
QP

Bl
Z o

Scan Refine  Report

LS

5
¢

{ O Refine »
6.1.6.3 Measurement
Click m, then create a section, the section outline is displayed on the right.
Click display different clipping mode. Click U toreseat a new section;

The left button of mouse selects the two points to be measured and generates
the length dimension.

Br=uos & : o N BRE-9o0

& n || @
(

Sean Pofira  Aspen
—

{ O Refine »

6.1.7 Completing and Saving the case
Click 2 to enter the report interface

Complete the patient information, if necessary, you can add some more
information to the case.

Click - to save the case to the workstation, the storage format is STL and
PLY.
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BH=Lios % W N E-0o0

Lily

Tooth Selection
£

Age =3

Gender W Female

Comment

Scan Refine  Repont
.

{ [ Report =]

6.2 Implant process

6.2.1 User login
6.2.2 New patient

Click <+ to open the new order process: fill in the information such as Patient
NO., name, age, gender and comment, select tooth position and scan type,
ImEIant(Crown, Post & Core, Pontic, Custom Abutment, Other), and click

to enter the scan process.

New Patient X
Patient Infa Taath position Scan type
Patient No.* 100002 ®
c =
Name”  Lily 7
Implant
Age 23 P
Gender | Male ® Female O o
Comment ] RiCIETs
T Fonl

Show Patient Info Dialog an Start

oK Cancel

AN\

® Scanner USB inserted into workstation, If the scanner not connect, click

= x
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6.2.3 Upper Jaw/ Lower Jaw scan

Remove the healing abutment, adjust the scanning jaw position to the jaw

position from which the healing abutment was removed, press the button .
on the scanner to activate the scanner, and scan the gum section immediately
(before gum collapse), then refer to 6.1.3 to complete the scanning of the
healing abutment jaw and the opposite jaw

B H=Lios £ u © oo - O
L N
A
A X%
3}
J\%{ =

” \
- U
0 o

B vorma cem Big
Scan  Refine  Report
.

& Scan ) v @ =B ‘J
6.2.4 Scanning of the scanning rod

1) click @B, switch to implant;

2) Click ¢ . Circle the portion of the implant, and the circled area is
automatically removed, If you are not satisfied with the removed part, you can
continue to remove it or click to undo the removal of the previous step.

Fold “, the circled area would be extended outward for a certain distance,
the remaining part would be locked, Select the area around the gum portion
that needs to be locked to lock so that the locked area is not affected by soft
tissue collapse when further scans are performed
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B HzLos £ & Lo n - ©

2

B romal cem Big

P —
.
B3y T
=
& Scan » Y 4 8 N

3) Attach the scanning rod to the implant and scan from 1-2 teeth near the
scanning rod so that the system can identify the 3D model until completing
scanning and then remove the scanning rod.

B H=rios £ o« O R-060

3 5]

o - -

Scan  Refine  Report

5
[t j—
2 Scan ) v @ = 6 =

AN\

® Selecting to help scan accuracy when scanning high-light
surfaces such as implants, scanning rod.

6.2.5 Data editing

Reference to 6.1.4 Data editing
6.2.6 Scanning the bites
Reference to 6.1.5

6.2.7 Refine the 3D Model

Reference to 6.1.6
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6.2.8 Completing and Saving the case

Reference to 6.1.7
6.3 Othodontics process

6.3.1 User login
6.3.2 New patient

Click <+ to open the new order process: fill in the information such as Patient
NO., name, age, gender and comment, select tooth position and scan type,

Othodontics, and click [ Ok | to enter the scan process.

New Patient *

Patient Info Tooth position Scan type

Patient No.” 100003
T
et [y O 4 H " )
- o~ - Othodontics
Gene Nale le O, 4 } enfi

Materia:

Compsis Rt
Comment

A\

6.3.3 Upper Jaw/ Lower Jaw scan
Reference to 6.1.3

6.3.4 Data editing

Reference to 6.1.4

6.3.5 Scanning the bites
Reference to 6.1.5

6.3.6 Refine the 3D Model

Page 34/51



Reference to 6.1.6
6.3.7 Completing and Saving the case

Reference to 6.1.7
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7 Cleaning disinfection and sterilization

7.1 Cleaning disinfection and sterilization of the reusable tip

Autoclavable Components

Reusable
tip

A\

® Only the component above can be autoclaved.

® Before first use and after each use, clean disinfect and sterilize the above
component.

® Sterilization should be no more than 60 cycles, After 60 cycles, discard it.

Reprocessing Instructions

Before cleaning, disconnect the component from the Helios 500.
Remove gross contaminations from the components with cold water
(<40°C) immediately after use. Don'’t use a fixating detergent or hot
water (>40°C) as this can cause the fixation of residuals which may
influence the result of the reprocessing process.

Preparat | Store the components in a humid surrounding.

ion at

the Point A

of Use: Do not submerge the components or wipe them with any of the
following functional water (acidic electrolyzed water, strong alkaline
solution, or ozone water), medical agents (glutaral, etc.), or any other
special types of water or commercial cleaning liquids. Such liquids may
result in metal corrosion and adhesion of the residual medical agents
to the components.

Transpor | Safe storage and transportation to the reprocessing area to avoid any
tation: damage and contamination to the environment.

Preparat | The devices must be reprocessed in a disassembled state.

jon for A

Deconta ) )
mination Observe suitable personal protective measures.
Pre- Do a manual pre-cleaning, until the components are visually clean.

Cleaning | Submerge the components in a cleaning solution and flush the lumens
: with a water jet pistol with cold tap water for at least 10 seconds. Clean
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the surfaces with a soft bristol brush.

Cleaning

Regarding cleaning/disinfection, rinsing and drying, it is to distinguish
between manual and automated reprocessing methods. Preference is
to be given to automated reprocessing methods, especially due to the
better standardizing potential and industrial safety.

Automated Cleaning:

Carefully put the components into the washer-disinfector on a tray and
set the parameters as follows, then start the program:

e 4 min pre-washing with cold water (<40°C);

e  Emptying;

¢ 5 min washing with a mild alkaline cleaner at 55°C;
e  Emptying;

e 3 min neutralising with warm water (>40°C);

e  Emptying;

e 5 min intermediate rinsing with warm water (>40°C);
e  Emptying;

The automated cleaning processes have been validated by using 0.5%
neodisher MediClean forte (Dr. Weigert).

Note Acc. to EN ISO 17664-1 no manual reprocessing methods are
required for these devices. If a manual reprocessing method has to be
used, please validate it prior to use.

® Use only approved washer-disinfectors according to EN ISO
15883, maintain and calibrate it regularly.

® Follow instructions and observe concentrations given by the
manufacturer (see general recommendations).

Disinfect
ion:

Automated Thermal Disinfection in washer/disinfector under
consideration of national requirements in regards to A0 value (see EN
ISO 15883).

A disinfection cycle of 5 min disinfection at 93°C has been validated for
the device to achieve an A0 value of 3000.

After automated cleaning, the components should be automatedly
disinfected immediately. A manual disinfection is not recommended.

Drying:

Automated Drying:

Dry the outside of the components through drying cycle of
washer/disinfector. If needed, additional manual drying can be
performed through lint free towel. Insufflate cavities of the components
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by using sterile compressed air.

Function
al
Testing,
Mainten
ance:

Visual inspect the cleanliness of the components and reassemble
them. Conduct functional testing according to instructions of use. If
necessary, perform reprocessing process again until the components
are visibly clean.

Before packaging and autoclaving, make sure that the components
have been maintained according to the manufacturer’s instruction.

Packagi
ng:

Pack the components in an appropriate packaging material for
sterilization.

A\

® Check the validity period of pouch given by the manufacturer to
determine the shelf life.

® Use pouches which resist to a temperature up to 141°C and in
accordance with EN 1SO 11607.

Sterilizat
ion:

Sterilize the components by applying a fractionated pre-vacuum steam
sterilization process (according to EN 285/EN 13060/EN 1SO 17665)
under consideration of the respective country requirements.

Minimum requirements: 3 min at 134 °C (in EU: 5 min at 134 °C).
Maximum sterilization temperature: 137°C.

Drying time: at least 8min.

Flash sterilization is not allowed on lumen instruments!

A\

® Use only approved autoclave devices according to EN 13060 or
EN 285.

® Use a validated sterilization procedure according to EN ISO 17665.

® Respect the maintenance procedure of the autoclave device
given by the manufacturer.

® Use only this recommended sterilization procedure.

® Control the efficiency (packaging integrity, no humidity, color
change of sterilization indicators, physicochemical integrators,
digital records of cycles parameters).

® The sterilization procedure must comply with EN ISO 17665.

® \Waiting for cooling before touching.

Storage:

Store the sterilized components in a dry, clean and dust free
environment at modest temperatures, refer to labels and instructions
for use.
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A\

® Sterility cannot be guaranteed if packaging is open, damaged or
wet.

® Check the packaging before using it (packaging integrity, no
humidity and validity period).

A\

® Before sterilization, please remove the reusable tip.

® The instructions provided above have been validated by the manufacturer of
the medical device as being capable of preparing a medical device for use. It
remains the responsibility of the processor to ensure that the processing, as
actually performed using equipment, materials and personnel in the processing
facility, achieves the desired result. This requires verification and/or validation
and routine monitoring of the process. Likewise, any deviation by the processor
from the instructions provided should be properly evaluated for effectiveness
and potential adverse consequences.

7.2 Cleaning disinfection of the scanner and holder of
scanner

Disinfection components
Scanner Holder of scanner

Preparation Before cleaning and disinfecting, make sure the power is off.
before

processing:

Cleaning: Wipe all the exterior surfaces of the components thoroughly with

a cloth lightly moistened with Ethanol (Ethanol 70 to 80 vol%) at
least 3 min, repeat for 5 times.
Disinfection: Wipe all the exterior surfaces of the components thoroughly with
a cloth lightly moistened with Ethanol (Ethanol 70 to 80 vol%) at
least 3 min, repeat for 5 times.
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Drying: Use a lint free cloth to wipe the surfaces.
Inspection Visual inspection for cleanliness of the components. Functional
and testing according to the user manual. If necessary, perform

maintenance:

reprocessing process again until the components are visibly
clean.

Before packaging, make sure that the components have been
maintained according to the manufacturer’s instruction.

Storage:

Storage of the processed device in a dry, clean and dust free
environment at modest temperatures, refer to label and
instructions for use.

A\

® Before first use and after each use, clean and disinfect the above components.

® Do not use anything except Ethanol for Disinfection (Ethanol 70 to 80 vol%).

® Do not use too much ethanol as it's going into machine and damage the
components inside.

® Do not allow any moisture to get into the device.
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8 Troubleshooting

Helios 500 Troubleshooting Instructions

Problem Description

Action

There is mismatching and overlap
in the 3D image.

Remove mismatched data and excessive tissue
using the Cut tool and rescan.

After bites, there is a gap or
intersection between the upper jaw
and the lower jaw.

Delete the incorrect bite view, and rescan. Enable bite
optimization option.

Precision degradation is observed,
or images are not well-stitched
during acquisition.

Ensure that the lens window at the base of the scanner is
clean by wiping it with a moist, lint-free cloth or lens tissue.
Use a lens tissue or lint-free cloth to remove any dust or
water stains. Make sure the tip is firmly installed and there
are no dark edges on the live video.

Reconstruction of metallic
preparations is sometimes difficult.

Adjust the scanner position (for example: distance or angle)
and scan more of the area. Move the surgical light away

from the patient to decrease light scatter.
Turn on Shining Surface

The tip is installed but not
detected. No live video is
displayed, and the Scanner tip is
not detected icon is displayed at
the bottom-right of the interface.

Reinstall the tip, and make sure the tip is in firm contact with
the scanner.

Fogging appears on the inner
surface of the lens window at the
base of the scanner.

Mount a completely dry tip on the scanner, and place the
scanner in the holder or set it on the desk, and wait until the
fogging fades. If the fogging does not disappear completely
after 24 hours, contact your local service provider for
assistance.

Ensure that the tip is thoroughly dry before mounting on the
scanner, and do not use a cloth soaked in disinfectant to
clean the scanner.
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9 Electromagnetic Compatibility Precautions

A\

This equipment conforms to IEC 60601-1-2: 2014 + AMD1: 2020 EMC
requirements and tests, Medical Electrical Equipment including
CSIPR11:2009+A1:2010 Group 1, Class B

The equipment should be installed and used according to the EMC information
provided in the attachment

Guidance and manufacturer’s declaration refer to the attachment

Portable and mobile 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 the Helios 500, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment could
result.
Use of this equipment adjacent to or stacked with other equipment should be
avoided because it could result in improper operation. If such use is necessary,
this equipment and the other equipment should be observed to verify normal
operation.
The use of cables or accessories other than those specified, with the exception of
those sold by the manufacturer of the equipment, as replacement parts for
internal components may result in increased emissions or decreased immunity of
the medical equipment.
Cable information:

Cable Name Cable Length (m) Shielded or not Remark

Power cable 1.8 YES /
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Attachment

Guidance and manufacturer’s declaration — electromagnetic emissions

The equipment is intended for use in the electromagnetic environment specified below. The
customer or the user of the equipment should assure that it is used in such an environment.

Emissions test

Compliance

Electromagnetic environment - guidance

RF emissions CISPR 11

Group 1 Class B

The equipment 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.

Guidance and manufacturer’s declaration — electromagnetic immunity

The equipment is intended for use in the electromagnetic environment specified below. The
customer or the user of the equipment should assure that it is used in such an environment.

) IEC 60601 test ) Electromagnetic
Immunity test Compliance level ] )
level environment - guidance
. +/-2, 4, 6 & 8kV Floors should be wood,
Electrostatic o
. +/-8 kV contact contact concrete or ceramic tile. If
Discharge (ESD) ) )
+/-15kV air +/-2, 4,8, & 15kV | floors are synthetic, the r/h
IEC 61000-4-2 .
air should be at least 30%
Power frequency Power frequency magnetic
(50/60 Hz) fields should be that of a
o 30A/m 3 & 30A/m . .
magnetic field typical commercial or
IEC 61000-4-8 hospital environment.

Guidance and Manufacturer’s Declaration — Electromagnetic Emissions

The equipment is intended for use in the electromagnetic environment specified below. The

customer or user of the equipment should ensure that it is used in such an environment.

IEC 60601
test level

Immunity
test

Compliance
level

Electromagnetic environment -
guidance
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Conducted RF
IEC 61000-4-
6

Radiated RF
IEC 61000-4-
3

3Vrms
150 kHz to 80
MHz

6Vrms in ISM
bands
between 0,15
MHz and 80
MHz

3Vim

80 MHz to 2,7
GHz

(V1)=3Vrms

(E1)= 6Vrms
in ISM bands

(E1)=3V/m

Portable and mobile communications
equipment should be separated from the
equipment by no less than the distances
calculated/listed below:

D=(3.5/V1)(Sqrt P)
150kHz to 80MHz

D=(3.5/E1)(Sqrt P)
80 to 800 MHz

D=(7/E1)(Sqrt P)
800 MHz to 2.5 GHz

where P is the max power in watts and D
is the recommended separation distance
in meters.

Field strengths from fixed transmitters,
as determined by an electromagnetic
site survey, should be less than the
compliance levels (V1 and E1).

Interference may occur in the vicinity of
equipment containing a transmitter.

Where P is the maximum output power
rating of the transmitter in watts (W)
according to the transmitter
manufacturer and D is the
recommended separation distance in
meters (m).
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Guidance and Manufacturer’s Declaration — Electromagnetic Emissions

The equipment is intended for use in the electromagnetic environment specified below. The
customer or user of the equipment should ensure that it is used in such an environment.

Immunity IEC 60601 Test Compliance Electromagnetic Environment —
Test Level Level Guidance

Field strengths from fixed RF
transmitters, as determined by
an electromagnetic site survey,
should be less than the
compliance level in each
frequency range.

Interference may occur in the
vicinity of equipment marked
with the following symbol:

)

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.

1. Field strengths from fixed transmitters, such as base stations for radio
(cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess
the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the
Model 005 is used exceeds the applicable RF compliance level above, the Model 005
should be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary, such as re-orienting or relocating the Model
005.

2. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 1
Vim.

3. The ISM (industrial, scientific and medical) bands between 0.15 MHz 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
40.66 MHz to 40.70 MHz. The amateur radio bands between 0.15 MHz and 80 MHz are
1.8 MHz to 2.0 MHz, 3.5 MHz to 4.0 MHz, 5.3 MHz to 5.4 MHz, 7 MHz to 7.3 MHz, 10.1
MHz to 10.15 MHz, 14 MHz to 14.2 MHz, 18.07 MHz to 18.17 MHz, 21.0 MHz to 21.4
MHz, 24.89 MHz to 24.99 MHz, 28.0 MHz to 29.7 MHz and 50.0 MHz to 54.0 MHz.

Recommended minimum separation distances

Nowadays, many RF wireless equipments have being used in various healthcare locations
where medical equipment and/or systems are used. When they are used in close proximity
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to medical equipment and/or systems, the medical equipment and/or systems’ basic safety

and essential performance may be affected. The equipment has been tested with the

immunity test level in the below table and meet the related requirements of IEC 60601-1-

2:2014. The customer and/or user should help keep a minimum distance between RF

wireless communications equipments and the equipment as recommended below.

Test Maximum ) Immunity
Band . . Distance
frequency Service Modulation power test level
(MHz) (m)
(MHz) (W) (VIm)
Pulse
380- TETRA )
385 modulation 1.8 0.3 27
390 400
18Hz
FM
GMRS
430- +5kHz
450 460 o 2 0.3 28
470 deviation
FRS 460 )
1 kHz sine
710 LTE Pulse
704- .
745 287 Band modulation 0.2 0.3 9
780 13, 17 217Hz
810 GSM
870 800/900,
TETRA
800,
. Pulse
800- iDEN .
modulation 2 0.3 28
930 960 820, 18Hz
CDMA
850,
LTE
Band 5
1720 GSM
1845 1800;
CDMA
1900;
Pulse
1700- GSM .
modulation 2 0.3 28
1970 1990 1900: 217Hz
DECT;
LTE
Band 1,
3,
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4, 25;

UMTS
Bluetoot
h,
WLAN,
802.11 Pulse
2400- .
2450 b/g/n, modulation 2 0.3 28
2570
RFID 217Hz
2450,
LTE
Band 7
5240 WLAN Pulse
5100- .
5500 802.11 | modulation | 0.2 0.3 9
5800
5785 a/n 217Hz
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10 Technical Specification

Manufacturer Changzhou Sifary Medical Technology Co., Ltd.
Model Helios 500

Dimensions 48cm x 40cm x 21cm = 2cm(package)

Gross Weight 3Kg+10%

Color 3D full color

Connectivity USB 3.0

Power source

USB 3.0 5V, 900mA

Field of view

Reusable tip(Size L): 16mm x 14mm
Reusable tip(Size S): 12mm x 12mm

Depth of view

16mm

Applied part

BF (Reusable tip)

Operating System

Windows 10/11(x64)

Operating Conditions

Ambient temperature: 15 °C~30 °C
Relative humidity: 10% ~ 65 %
Atmospheric pressure: 70kPa~106kPa

Transport and storage
conditions

Ambient temperature: -10 °C~60 °C
Relative humidity: 10% ~ 95 %
Atmospheric pressure: 60kPa~106kPa

Configuration
Requirement of
Workstation(Standard
edition)

Processor: Intel® CoreTM i5 12™ Generation, base

frequency 2.4 GHz

Memory: 16 GB DDR4, frequency 2666MHz
Disk: 256G SSD

Display: FHD1920 x 1080 or more

Others: USB 3.0 port

Graphics card: NVIDIA® GeForce® GTX 1650 or more
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Configuration
Requirement of
Workstation(Performa
nce edition)

Processor: Intel® CoreTM i7 12™ Generation, base
frequency 2.6 GHz

Memory: 16 GB DDR4, frequency 2666MHz

Disk: 512G SSD

Display: FHD1920 x 1080 or more

Others: USB 3.0 port

Graphics card: NVIDIA® GeForce® GTX 1650 or more
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11 Statement

Service Life
The service life of Helios 500 series products is 5 years.

Warranty Period

The scanner of Helios 500 has a 12-month warranty period starting from
the date of delivery to the customer. If the damage is proved to be caused
by the user's use error, warranty is voided.

Maintenance

MANUFACTURE will provide circuit diagrams, component part lists,
descriptions, operation instructions to assist to SERVICE PERSONNEL in
parts repair.

Disposal

The package should be recycled. Metal parts of the device are disposed as
scrap metal. Synthetic materials, electrical components, and printed circuit
boards are disposed as electrical scrap. The lithium batteries are disposed
as special refuse. Please deal with them according to the local
environmental protection laws and regulation.

Rights

All rights of modifying the product are reserved to the manufacturer without
further notice. The pictures are only for reference. The final interpretation
rights belong to CHANGZHOU SIFARY MEDICAL TECHNOLOGY CO.,
LTD. The industrial design, inner structure, etc, have claimed for several
patents by SIFARY, any copy or fake product must take legal
responsibilities.
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N Changzhou Sifary Medical Technology Co., Ltd.
Add: No.99 Qingyang Road, Xuejia County, Xinbei District,
213000 Changzhou, Jiangsu

China

Tel: +86-0519-85962691
Fax: +86-0519-85962691
Email: Info @sifary.com
Web: www.sifary.com

| EC [REP]

Caretechion GmbH

Tel: +49 211 2398 900

Add: Niederrheinstr. 71, 40474 Disseldorf, Germany
Email: info@caretechion.de

All rights reserved.
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