TR BRI HP TR D RRAE
Guidance for Pre-clinical Testing of Porcelain powder for clinical use
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(Identification)
24 53 :F.6660 7 % 3 # (Porcelain powder for clinical use)
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it 2 412 (Product description and specification)
&2 4] i ( Type 12 Type 2) ~ ® 1 (Dimensions)* 37 ¢ (Colors)% 4c 1 ]34 /n4% o
Frtd AL LgE s FR(RFAV)E B AL T o Fd ALLP CASR LA 4
51%*(Color index number) > ¥ 5 &% mhF I H| o
A 520 SOk % Bi(Linear thermal expansion coefficient) ~ #%* 3% & (Flexural strength) ~ it 5%



% & (Chemical solubility) ~ 333 #& #% /8 & (Glass transition temperature) ~ &% & (Sintering
temperature) & & % % & (Sintering density) °

T~ % 22 F A EE% Tk (Safety and performance data)

BB Bt~ 7 FE N R FRE 422
(1) ¥ % 1+ 325 (Cytotoxicity) ISO 10993-1:2018M
(2) A7 (Sensitization) ISO 10993'3:2014:2
(3) © "=ARMCT Jc(Oral mu<.:osa ir'ri.tation) gg igggg:g;g?z(“)
(4) % 43 4 (Acute systemic toxicity) ° 1SO 10993-10:2010®
(5) I & 24 {+(Subacute toxicity) ISO 10993-11:2017©
1.2 $4p % f=i [(6) & Bt24 12 (Subchronic toxicity) ISO 10993-12:20127
(Biocompatibility | (7) & 1*4 #*(Chronic toxicity) ISO 7405:2018®
Evaluation) (8) t& » 35 (Implantation)

(9) # F14 1 (Genotoxicity)

FA &K FATH T 0 W I1E4 H(Chronic toxicity) ¥ 12 41 F 4
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(1) Type 1F# 5L 1R R & & 5515 7 Ltk & (Mixing and ISO 6872:2015¢
condensation properties of type 1 ceramics)

(2) 323 £ (Uniformity)

(3) #& ?b % e % (Freedom from extraneous materials)

(4) ##9% % f(Linear thermal expansion coefficient)

(5) "= %5 1 #(Shrinkage factor)

(6) #u%* 3 & (Flexural strength)

(7) i &7 % & (Chemical solubility)

(8) *x 5414 (Radioactivity)

B AL RIE R 87 R P E T 2% (Real- =t W EF R
3.7 &5 4P (Shelf life) | time aging) " 4¢ i# % i 2% (Accelerated aging) ! % 3 & 5
2 iR o
I~%3> §Jc-(References)

1. ISO 10993-1: 2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk

2.7 5 PR
(Performance test)

management process.
2. 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 10993-12:2012 Biological evaluation of medical devices -Part 12: Sample preparation and reference materials.
ISO 7405:2018 Dentistry-Evaluation of biocompatibility of medical devices used in dentistry.
ISO 6872:2015 Dentistry-Ceramic materials.
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