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Guidance for Pre-clinical Testing of Dental Bone Grafting Material
Tricalcium Phosphate (TCP) for Dental Bone Repair
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CRAREY 2 PR EHE B(Scope) -
AR A L A B4R v 8 G 2% (Maxillofacial) 2. 7 i ;’t(periodontal)i\" #3453 hZ SRR
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SRS S 3 FREHZ 2 F o4 L4 A & 538 (regulation number) 2 H %] (Identification) :
24 %35 1 F39307 # F i34 41 = TR @ (tricalcium phosphate)
#ow 7 F B4R AT h= 4T ERRL B (tricalcium phosphate)— % KAE » F & T N A HHR A 0
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~F 22 g (R F 2 (Safety and performance data)
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(1)@ 7% & 4325 (Cytotoxicity) I1SO 10993-1(2009)
(2)iE 57 ## %% (Sensitization) ° ISO 10993-3(2003)
B)Flpcss A p iR B (Irritaion / Intracutaneous reactivity) ° ISO 10993-5(2009)
(4 & = 25 (Acute systemic toxicity) %38 }833?'%2(28%)
1.2 3 4p % 5k BT &2 I M+ 4 14225 (Subacute and subchronic toxicity) °

) = 2 rg ok o ISO 10993-11(2006)
(Biocompatibility test) [(6)# F14 {3# 5% (Genotoxicity) ° FDA Guidance(2005)°

(7)3& » #% (Implantation) e

ATHF R ¥ R T RIE
(1) 144 435 (Chronic toxicity) °
(2)3% F 143 B (Carcinogenicity)




2. & F(Sterility)

B FR ’]?] »%(Sterilization validation) & #z % SAL(Sterility assurance
level)-] *+ 10 o

I1SO17665-1(2006)
I1SO11135-1(2007)
1SO11137-1(2006)
I1SO11137-2(2006)
1SO11137-3(2006)

3. P B2 2Tl
(Chemical
Requirement)

() RAIAE"F ok 30 7 Frr] ok, ] FEEA
CERFLE (Chemlcal Abstracts Service). %ﬁn%”i °

(2) A=A Tz o Tricalcium phosphate 7 £ 7 ¥ i£*+95% o
(3) HER Wi~ ‘%A\’}‘r PR EARET A ”Lr}'J :
HeE % ¢ 212 (ppm)
Pb 30
Hg 5
As 3
Cd 5

4 £4£%%zE7% 7 42E50ppm o

FDA Guidance(2005)®
ASTM 1088-04a(2010)""

4.2
(Physical Properties)

(1) 4 35 BB, b4 * SEMEB fBa 7 13~ o], 25K 30 F
(Porosity) °

(2) BHERIBEBET 0 A SR 2 2/ Jc(Resorption) w & 5 I fiy
I ) R g

(3) 7 # P* ¥ (Healing time) °

“4) #F] % B (phase purity)- 7 % § fozt

(5) 4T@% 1 (CalP) ©

(6) 7“ M A (% void space) °

(7) 34~ -] 2 A i (Particle size distribution plot,u)

(8) ‘&% A (Sintering temperature; °C) °

(9) #UR 3 & (Compressive strength; MPa) o

(10) 3844 i #<(Elastic modulus; GPa) o

(11) ¥ $-#c( Shear modulus; GPa) °

(12) pHE -
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(13) £20°Cz -k ;3 ¥ (water solubility; pg/mm3) -

FDA Guidance(2005)®
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