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é;g{i‘;u 3 LB E AN e A iil_d% 7 if * >3k & (cementing )~ % % (coating) ~
7 % (fixation) 1 % #7pF i3 48 (temporary restoration ) & * 2 crbf AL 5 e Ay 7 AR
(Resin tooth bonding agent) ~ 7 % * -k ik (L #7;7)(Dental Cement) ~ BfPq 8 v * § F
#1 #%(Coating material for resin fillings) ~ 7 # & I < 28 &k % 475 2 4 & #|(Bracket
adhesive resin and tooth conditioner )£ #pF |+ 7 5% 7 4‘%*’5]-’?.}, (Temporary crown and
bridge resin) °
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K- 3 i ?/ﬁ T2 w2 AR S 4 L& 8L B 5% (Regulation number) 2 #5)

(Identification)
1.2>2 %3  F.3690 #75 7 #1 (Tooth shade resin material)
A S M T H S F R A4 & % K B (bisphenol-A
glycidylmethacrylate (Bis-GMA)): S 44 » * = HAF &I 7 & 7 & ok 4f7 30

A

2. 24 538 1 F3765 v § B & 2 A & & (Pit and fissure sealant and conditioner)
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Z ~ A &4k 2 £ (Product description and specification) :
1. & &acd 0 43~ 3 iE 2 - Fpe2 A& F (lining material) ~ §&@5 4 (73 2 2
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2. MK AT R AL VB LA ~CAS BEL e F I ORI CAS RELE RS %

5155 (Color Index Number) » & &2 2 z EF A v > &
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T~ & 22 B EE% T (Safety and performance data) :

Pt AT A

EP Hpe > F R GE 7RI 532
145405 sk | (1) % 4 1225 (Cytotoxicity) FDA Guidance(2005)
(Biocompatibility test) | (2) i #7:EZ% (Delayed-type ISO 7405(2018)

hypersensitivity)

(3) Flgres 4 p s (Irritation /
Intracutaneous reactivity)

4) T EE2 T REF 2 E%(Subacute
and subchronic toxicity)

(5) A 13 385 (Genotoxicity)

(6) &~ #5% (Implantation)

(7) %14 14325% (Acute systemic toxicity)

ATH T R Y R T R
(1B 13 4385 (Chronic toxicity) °
(2)3% Fg 1232 % (Carcinogenicity) °

ISO 10993-1(2018)®
ISO 10993-3(2014)
ISO 10993-5(2009)"
ISO 10993-6(2016)©
ISO 10993-10(2010)”
ISO 10993-11(2017) ®

2 FEECEET
(Physical and
Chemical properties)

DE T EACEFERE kAde? (- 5
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I. 1 i&pFfF (working time > sec) °
I & F PR (setting time » min)
(2) r4 vk 3mag £ B 2

L Bt k&2 i £ mWem’) ~ k£
(nm)#£2 & F it pFRF (curing time >
sec)

II. 7 & jisig Sk 57 & (Sensitivity
to dental operating light)

III. & %] it % & (Depth of cure > mm)

(3)%* & sz & (flexural strength, MPa)

(4) R 5 B (compressive strength, MPa)

(5) 58 1+ i (elastic modules, GPa)

(6) % @ & B (surface hardness, KHN)

(7)E "L ALz & & (filler particle size
distribution, pum)

(8) # T < (release profile * pg/mm’ » %
FEERSE o Aed 1 0 1 37°C
A KB AT P b2 Bk g 2 E
RERGPER 2B M)

(9) =%~k & £23 {2 & (Water sorption and
solubility > pg/mm?®)

(10) ¢ 4 22 pp ¢ & € A& (Shade and color
stability)

(11) #+3 7 % 14 (Radio-opacity)

FDA Guidance(2005)™"
ISO 4049 (2009)”
ISO 7491 (2000)"”
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(Shelf life) it 3% 5% (real-time aging) &% 4v i# & 1 8%

(accelerated aging) /! 78 & & F »cdp ¥ o
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(2018).

ISO 10993-1:2018 Biological evaluation of medical devices--Part 1:Evaluation and
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ISO 10993-3:2014 Biological evaluation of medical devices -- Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxicity.

ISO 10993-5:2009 Biological evaluation of medical devices -- Part 5: Tests for in vitro
cytotoxicity.

ISO 10993-6 (2016) Biological Evaluation of Medical Devices -- Part 6: Tests for Local
Effects after Implantation.

ISO 10993-10:2010 Biological evaluation of medical devices -- Part 10: Tests for
irritation and skin sensitization.

ISO 10993-11:2017 Biological evaluation of medical devices -- Part 11: Tests for
systemic toxicity.

ISO 4049 (2009) Dentistry -- Polymer-based restorative materials.

10. ISO 7491 (2000) Dental materials - Determination of colour stability.




