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Materials Compounds _ 0 Io_n elease (mg/mL)
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2.3 ISO 4049:2010, Dentistry - Brackets and tubes for use in orthodontics
2.4 1SO 7405:2008, Evaluation of biocompatibility of medical devices use in dentistry
2.5 1SO 10993-1:2009, Evaluation and testing within a risk management process
2.6 1SO 10993-2:2006, Animal welfare requirements
2.7 18O 10993-3:2003, Tests for genotoxicity, carcinogenicity and reproductive toxicity
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1 Catalyst's] F 4%

a3
So | aesa A4 27 CAS No. | £ (wi%)
1
Filler H H
2
BisGMA: Bisphenol A Diglycidyl 1
3 Monomer Methacrylate
4 Diluting monomer
5 Co-initiator
X 2 ‘ ‘Base’i'q FoHe
%_lﬂ A = o IH 0,
W % 854 445 CAS No. F (wi%)
1
2
3 Filler | |
4
5
6
7 Coloring agent | i
8
9
Monomer H H
10

11 | Diluting monomer

12 Inhibitor

13 Initiator

352 77 AAERE E=-3h5A 54 R A=A g #dE BR
1) Bisphenol A Diglycidyl Methacrylate
7). el 8etn 54

- Bis-GMA (bisphenol A glycidyl methacrylate)= X]Z}-8& & z19]
EemgA oF 307t AREEAL e, TSl Ao, 24 Wl 7157

(functional group)”} 27} QB2 1E=E 7tuwHE WA EFYHE & F
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a-et 1 (JUPAC) neoxy—2-hydroxy-3,1-propane

diyl) bis(2-methylacrylate)

HQTL’T‘ ’\f\ jkf“‘ CAS No. 1565-94-2

AL 512.591 g/mol
9 &= 1.2+0.1g/cn
B4 670.3+55.0 T at 760 mmHg
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. 2 192 1 (o
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2) ISO 10993-1:2009 Biological evaluation of medical device-Part 1:
Evaluation and testing within a risk management process. Annex A Table Al -
Evaluation tests for consideration
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[cytotoxicity test], ZZ/JA] Y [sensitization], A= E& FUREFAH

[irritation or intracutaneous reactivity test], A5 (F/d)A] & [systemic
toxicity(acute) test], °}¥HAJ(o}573)= 3 A1 & [subchronic(subacute) toxicity],

5 Al F[genotoxicity test], ©]2A] ¥ [implantation test] &2 17 H .
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3) Al&t4
- ISO 10993-5:2009 Biological evaluation of medical device-Part 5: Tests
for in wvitro cytotoxicity. 8.4.2 filter diffusion
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- OECD Guideline for the testing of chemicals 442B(2010) Skin
Sensitization: Local Lymph Node Assay: BrdU-ELISA
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40 g/20me] Ao R S48Ne YA HF
(09 % NaCl), H|=8& A2 HAf(cotton seed oil)E AFE-3td O O TollA
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- ISO 10993-10:2010 Biological evaluation of medical device-Part 10: Test

for irritation and skin sensitization. B.3 oral mucosa irritation test
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- ISO 10993-11:2006 Biological evaluation of medical device-Part 10: Test

for Systemic Toxicity.
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