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DD Guide 
dental surgical guide

Class I

CC Tray
custom tray

Class I

BB Base 
denture base

Class II

AA Temp
Temp Crown

and Bridge

Class II

Dental model
Brown

Water washable



Medical Device Certification  
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Product name Classification US FDA CE MDR Taiwan FDA Brazil ANVISA

AA Temp Class II ✔ in preparation ✔ ✔

BB base Class II ✔ in preparation ✔ ✔

CC Tray Class I ✔ in preparation ✔ ✔

DD guide Class I ✔ in preparation ✔ ✔

Dental Model Not requiring



DD Guide 
for dental surgical guide

Class I

CC Tray
for custom tray

Class I

BB Base 
for denture base

Class II

AA Temp
Temp Crown and Bridge

Class II
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AA Temp 
Temp Crown and Bridge

Class II

FDA 510 (k): K191590
Taiwan FDA: Class II
Brazil FDA: Class II



6

BB Base 
for denture base

Class II

FDA 510 (k) : K191591
Taiwan FDA: Class II
Brazil FDA: Class II
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CC Tray 

Class I

US FDA: Class I
Taiwan FDA: Class I
Brazil FDA: Class I
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DD Guide 

Class I

US FDA: Class I
Taiwan FDA: Class I
Brazil FDA: Class I



9

Dental Model 

Brown
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Dental Model 

WW model

Brown

Water washable resin

Property WW model

Flexural strength 65.7 MPa

Flexural modulus 1542 MPa

Elongation at break 15.26%

Surface Hardness Shore 75.3D

Viscosity 75 – 85
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Thank 
you

Contact information:

Jimmy Su
Email: enlightenmaterials@gmail.com


