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1. avBaudinlidey® Medit Link 229Aaud? 1A App Box Auysudnadia

2. Tuuiiu Medit Apps Tidumuail Medit Splints ugia&n "Hae”

MEDIT Link Medit Academy &
| App Box

nboard

2 An Medit Apps | Downloaded

atient —
(van Management Imaging Diagnosis/Consultation CAD CAM Utilities Order Placement.

n

. Install Install | Install

Diagnosis/Consultation

u<§ Medit Checkpoint Medit Orthodontic Suite Medit AuraVue Medit Smile Design Medit Occlusion Analyzer
P "N\ Create dental notes for patients , BN Plan & simulate orthodontic treatment Enhance consults with Al scans & X- & Design miles on 2D mages @ Analyze & work on ocdlusion
A 0 rays 4 .
>
\ \ Rl Rl \
i Medit Ortho Simulation
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w ||| tnstall
CAD
Medit ClinicCAD Medit Splints Medit Model Builder Medit Ortho Simulation
@) Design dental prostheses with ease @5  Crestespins inseconas @”@a Design printable dental models I35 simutate ortnodontic reatment
¢ Lo = HEA

et Utilities

13



3. audannas@ninistivutandusuaziiufunmsindonallnandn "aansunazinse"

Medit Apps

Software license agreement
Please read this license carefully.

You are purchasing a license to use MEDIT Corp. ("MEDIT")
Software. The Software is the property of MEDIT and/or its
licensors, is protected by intellectual property laws, and is
provided to you only on the license terms set forth below.
The Software means (A) all of the contents of the diskis)

S -

4. wallazggnannitnasuaviindelaadaTudd aralduaivaiaunfinitasasadunszuiunisinds
Aﬁamssﬁa
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5. Wadaaualud) pagnansadanliualldannanawaaly Medit Link
Taaadnlanauualfiyuanuuaasnindanaazidaang

MEDIT Link MeditAcademy & Ly ¢ & F - X
] < Medit Splints - Smaple Case (User Guide, 141) /' ‘E’ @ =) Order “
owsord

2 Form File Viewer 0 B © a b ¢ < A

6. WNEAININAUNITAANITUTUATH (3iifla App Box udrdumiuall Medit Splints

aniaswaliaideaniinsuazdan aniundn “aaunistinde”
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Medit_Edu mMeDIT ﬂ . 7 X
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(" Scan Completed 0 B 9 0 Il e L A

Attach
Attach files.

o msidindraauasiiadalideu
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sunsatdindayadenaannidlueiasldndoannidalinuuwalwdindy 15¢9.8an
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Assign Data

Assign the maxilla and mandible data. You need at least one arch to create your splint. @ Import Local Files

Data Maxilla
3 1
~ | & {
- I:.\ s
e
Sphnt Splints_Mandible Maxilla Base
Splints_Maxilla
Mandible

Mandible Base

mnfaualnwdiatudnaeaniaa Medit Link t@a2du

az@usaTanlasonsituinlinauninfiuazefiunisealé

Select Project

There are already existing projects. Select an existing project to continue working
on it.

To import files, press "Cancel” button.

Splint 1
AT e
IVTRREINS

7/8/2022 3:53 PM

Splint 2
AT

7/8/2022 3:58 PM
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1. pan “&FAdU” Aduuuraninaafiadugalasonisuaznisaanuuuiilanauiu

warunwindulifeina Medit Link
2. adn “daly” WinuathadiduiadugalasenisuaznisaanuuudanduWu ygHduiinwiniulddons

Medit Link
3. aan “wy’ wauaBas ygagan Turingdy’ Watudnanuduninzaslasennstagiiy
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&
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Exit Options

Exit Program After Saving

Save all current progress and terminate the program.

Exit Program Without Saving

Terminate the program without saving any of the current progress.

Cancel
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Auto Creation Manual Creation

Parameter Settings
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Feedback on Auto Creation

Last time you designed a splint using Auto Creation. Give feedback on that splint design, and the
parameter settings for the next Auto Creation will be adjusted.

How did the recent auto-created splint fit?

It was loose.

The value for the inner surface offset will be reduced or retention will be increased.

It fit well.

No changes will be made.

It was tight.

The value for the inner surface offset will be increased.
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Alignment Mode

To move the data to the occlusal plane, select three
or four points on the scan data as shown on the
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Alignment Mode

To move the data to the occlusal plane, select three °
or four points on the scan data as shown on the {
image. You can adjust the position of the data using
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Alignment Mode

To move the data to the occlusal plane, select three
‘or four points on the scan data as shown on the
image. You can adjust the position of the data using
the mouse.
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Alignment Mode

To move the data to the occlusal plane, select three.
‘or four points on the scan data as shown on the
image. You can adjust the position of the data using
the mouse.
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Occlusal Adjustment Mode

Adjust the occlusal relationship by assigring the

Bite Opening (mm)" and Distance to Antagonist

(mm.” Enter a specific number n the box or use:

the sliders to preview the changes in real-time. W
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> 151 > 23 Next
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Occlusal Adjustment Mode

Adjust the occlusal relationship by assigning the
"Bite Opening (mm)" and "Distance to Antagonist
(mm)." Enter a specific number in the box or use

the sliders to preview the changes in real-time. W
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Inner Surface Creation Mode

Create the spint's inner surface.
You can move the blockout undercut arrowto set
the undercut's angle and insertion direction. Click
“Set Arrowto Your Viewpoint” to make the arrow
face you.

You can also adjust the inner surface's offset and
angle using the sliders below. Clck "Preview” to
preview the splint.
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Inner Surface Creation Mode

Create the splint's inner surface.

You can move the blockout undercut arrow to set
the undercut's angle and insertion direction. Click
*Set Arrow to Your Viewpaint” to make the arrow
face you.

You can also adjust the inner surface's offset and
angle using the sliders below. Click "Preview” to
preview the spli.
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Inner Surface Creation Mode

Create the spint's inner surface.

You can move the blockout undercut arrowto set
the undercut' angle and insertion direction. Click
“Set Arrow o Your Viewpoint” to make the arrow
face you.

You can also adjust the inner surface's offset and
‘angle using the sliders below. Click "Preview” to
preview the splint.

EEEER

" —_

L]

=Y
Inner Surface Offset (mm) Smooth Surface Angle * Retention ﬂ s} -
— 027 | c—— s | O 01 || em— o) | @ || ' Next

4. aan “adnatne” WagWansutunsaniuianiadiunan

= splints =

BEBesos - OX

s

Inner Surface Creation Mode

Create the splints inner surface.

You can move the blockout undercut arrow to set
the undercut's angle and insertion direction. Click
*“Set Arrow to Your Viewpaint to make the arrow
face you.

You can also adjustthe inner surface’s offset and
angle using the sliders below. Click Preview” to
preview the splint.
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Outline Designation Mode

Designate the spiint's outline. You can add more
green paints by clicking anywhere on the line
without a preexisting point. Click and drag the point
0 adjust the lne.

Ifthe outline appears red, adjust the line until it
turns green. You il not be able to make
successful outline with any redines.

Use the "Buccal Side" slider to adjust the ine's
placement on the buccal side and the “Lingual

Side" slider to adjust the line’s placement on the
lingual side.
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Outer surface Creation Mode
Create the splints oter surface. Use the slider to

adjust the splint's outer thickness or enter a
specific number in the box
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Design Mode
Make final design touches to your splint.
You can use the Color Map to check the contact \

between the occlusion. Click "Adapt to Antagonist” Sculpting 2 L ;)
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= splints =

Sculpting

Make changes to data by sculpting it - 3d, remove,

smoath, or morph . Adjust brush size and the
strength for each ofthe tools.
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Measurement Tools.

Use the provided tools to create section ines on
the 3D data and take measurements. Check the
thickness of he splint or measure the distance
between the maxilla and mandible. Follow further
instructions for each of the tools.
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Labeling Mode

1. Checkthe label's placement

2. Click"Add Label" to add more labels if needed
(Up o6 of them can be attached in tota),

3. Click and hold the label to adjust is position.
Click "Delete" to delete unwanted labels.

4. Click on each label to adjust ts size and font.
Adjust the label size and depth using the slider
bars. Choose to have the label embossed or
engraved

. Click "Next' when finished.
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Labeling Mode

1. Checkthe label's placement

2. Click"Add Label” to add more labels if needed
(upto 6 of them can be attached in total

e L » Q
Click"Delete" to delete unwanted labels;

4. Click on each label to adjust s size and fort. - [
Adjust the label size and depth using the slider
bars. Choose to have the label embossed or

engrav il
5. Click"Next” when fiished.
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FDA MAUDE
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm

MHRA (miaouairduguasuasudndauagisnunsguaguaii niswdadiauadnsalnienisunned

https://www.gov.uk/drug-device-alerts

BfArM: nsudvtiiauadnsalmenisuwne

https://www.bfarm.de/SiteGlobals/Forms/Suche/EN/kundeninfo_Filtersuche_Formular_en.html

MFDS (Asensvanuilaaadadsiiuainisuazen): nMswdvidiauadnsalnienisunnd

http://www.mfds.go.kr/brd/m_548/list.do

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm

European_EUDAMED

https://ec.europa.eu/tools/eudamed/#/screen/search-device

Australia
https://apps.tga.gov.au/prod/mdir/mdirsummary.aspx?sid=new
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Canada

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-

canada/adverse-reaction-reporting.html

Brazil

https://notivisa.anvisa.gov.br/frmLogin.asp

flu
https://www.estrigw.pmda.go.jp/Iryo/Login/Index?ReturnUrl=%2flryo
Taiwan

https://gms.fda.gov.tw/tcbw/main/ap/index.jsp

Switzerland

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/reporting-incidents---

fscas/users—operators.html
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