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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
o ..
3 &
3 3 Iy
Nt
Sphnt Splints_Mandible Maxilla Base
Splints_Maxilla
Mandible

Mandible Base

Cancel Confirm

[ CMedit Link7m — XD S 77U —2 a2 HERCE ~ URNIICHERELZ70Y 27 FEFEHAAT
fEExHBETEET,

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

PATTEECINVNY

7/8/2022 3:53 PM

Splint 2

7/8/2022 3:58 PM
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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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Choose Creation Type

. ] - - A + ; =N — =
THES &2 | HWEEDNEME
Auto Creation Manual Creation

Parameter Settings

HEIER %@ L 721 ~ X[EIMedit Splints = #2813 2% & ~ REBICHBMER SN/ AT » MZBT 3
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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 paints 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
image. You can adjust the position of the data using
the mouse.
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Create the splint's inner surface.
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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 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.
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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 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.
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Make final design touches to your splint.
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Sculpting
Make changes to data by sculpting it - add, remove,
‘smooth, or morph it. Adjust brush size and the —
strength for each of the tools. o
Sculpting ? L
4 D
ESY-yc? B
Brush Strength —
Brush S
s
+ 8B —0 Zum &
= o =t
—_—0
An——>o 0. C
- —0
&
o .
e O
I o

. ~
BA =[]z Bl

2 WEEBETHLDICHT -y TEAEDCLET. FOEHIE - 7YY b ERHIOT — 2 A
RETHETERLET .

= splints = BEe® s o — O X

| [AESERE - EE

L
§

Sculpting _O
[P )
(Bl 8, @, o
Brush Strength —
B
Brush Si; Q
e 5. =4
- 1.000 i/
n— c
L}

v _O
i, e )

§

e —
§ £

u
28

M

A
of
[
1
=

L

il

nnnnn -

52



3. ML RFHDOYIN X 2oy 7 LT WathE TOMNBEZHii L £7.
= splints® BB eo®ss - Ox

Sculpting :g
&g, 8 @, 5
Brush Strength ﬂ -
Brush Si P -
st 5
v B —0 : 2000 g
=—0 N . =
n—o 0o C
9 =2
= | | o N
-— g
o
B
| .
I o -
. v
W o0
am| B A
e HEI®

A4 EEICEISE S )y o LT A7V ENGROMOTNTOLEZHIRLET .

= Splints # BDesas — O X

| MEIBIEIGE]L

o
g

g
[

=
- 8 —0 : 2000 i
B —O 1000 =
(N ———» I a0 6

- % _’\ o N

L.
. B

2|2 BUHEHE

53



5. Y — VAL T WEBEORXTY Y PRI ZMHRLET. 7T -2 EOMZERL T X
HAREER L -~ Rt HE L £

= splints = MbDe®sa - 3 X

T2 === ] =

2.420mm
(e e et e g e e e et e o e

Measurement Tools.

Qo

=

@

[

o=

v B —0 Zum &
22— g™ =
A —o I.M. C

v @y ——O - g
i, ) |

. ol—].L]@] K
BE =5 =]E

6. A7V Y hDTHAYAET LIco [k~ s )y 7 LET.

|
gt
iy &

54



FRIVE—F

FRILE—FRTIE - RTY Y FREICTRNILEERBLOERTI7-00Y — L tantd., 7

Uy FDANEIZIE ~ T7 40 F DT NIL(FRL#D) D EBIRICERSNE T,

ZNILDEINIFMERE T .

= splints®

mz d } E
9 spling |
La::;dltsphn[s &O 12 m 10 ;; @ m
» | a
Y —IViKy IR

E S NIV AEIB N
Lo -

A 5 ~L#T DR

HE e s o —

TR DHE - T
RRINT ~ F2ETHX

LT WET,

T ARILH2DE M

55

SARIVH2DYREE ~ T
RRMNT ~ F2ETHR
MLz WNET,

o x

JREERECE

7Y MZHLWIAR
Bl £9,



Label

Medit splints

Size

7 ~N)b

PR

12 b4 X

FRAMIT

IR

180°[al iz

153

56

FNNWELTERRT DT
FXrEANLET.

SNILDT F v b mIER
LF¥d.

ZRILDY A X% FHE L
EQE R

FTRIAMLTRATY >~k
IZTRLEMITET.

IVRAMLTRTY >~
MCTRLEAITES.

IR L 72 Z ~IL%180° [
ZLES.

FHED T ~ILEGIB L F
9,



CHBIMIER SN T NLOMNEZHRL T,
3 BRICHEOTRRINDGETR Iy I LET,

= splints ®
i 18 | ek
At =

[A]
: s

= T

oy

Labeling Mode

1. Check the label’s placement.

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

3. Clckand hold the label o adjustits position.
Click"Delete" to delete unwanted labels;

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

5. Click "Next" when finished.
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/search.CFM

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

MHRA (Medicines & Healthcare products Regulatory Agency : % [ [ 5 i 22 32 3 F R 1) 7)< e 7/
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https://www.gov.uk/drug-device-alerts

BfArM GEFS = 36 i PR e BB W 0 FT) < R T /N A R 7 5 — b
https://www.bfarm.de/SiteGlobals/Forms/Suche/EN/kundeninfo_Filtersuche_Formular_en.html
MFDS (£ it B2 358 fh 22 42 40) : R T /N A 2T Z — b

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

HA

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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