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1.2 ¥ 49 7 1438
%
(Biocompatibility
test)

ﬁﬁ%é#iﬁﬂ§%$ﬁ%@%1§%
HERT LA F TR VR4
B F#EP 2 E S F LA HEAR
P ipE R

(1) i ¥z & 14325 (Cytotoxicity)

(2) 1 7732 5% (Sensitization)

(3) FI & A p 1 F %% (Irritaion /

1E. 4

1ISO 10993-1:2009
ISO 7405:2008

1ISO 10993-3:2003
ISO 10993-5:2009
1ISO 10993-6:2007
ISO 10993-10:2010
1ISO 10993-11:2006
FDA Guidance

Intracutaneous reactivity) Root-form
(4) & 3 225 (Acute systemic toxicity) endosseous dental
implant and
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G)T; & 12 I 1+ 3 5% (Subacute and
subchronic toxicity)

(6) & #1 4 4:&5 (Genotoxicity)

(7)1& » 5% (Implantation)

(8) M -4 325 (Chronic toxicity)

(9) 3% J% 1438 % (Carcinogenicity)

endosseous dental
abutment(2004)

2.8 ik
(Sterility)

WAR BRSO it 7R G
(Sterilization validation) rz % SAL(Sterility
assurance level)-|- >+ 10 -

1ISO17665-1:2006
1ISO11135-1:2007
1ISO11137-1:2006
1ISO11137-2:2006
1ISO11137-3:2006

3.7 MRk
(Performance
test)

(1) # % #5% (Mechanical test)
a.Jk ¥ # 5% (Fatigue test)
b.& 4 £5 (Compressive forces)
c. % # &5 (Shear (lateral) forces)
(2)+E 88 7 341 2 4p ¥ - (Compatibility)
(3) & 4 3#2% (Corrosion test)
(A)4rF s 2o A 5 > (74 4 5 & (static
strength) 2 3 4 % & 33 & (Shear bonding
strength) -

FDA Guidance
Root-form
endosseous dental
implant and
endosseous dental
abutment(2004)
1SO 14801:2007

T2 A FETRE

AR PER EFH R L (FE2) 5T E2 pMERL AL
7R PG B ART T A ¢ (e 7 )

o HEBREXAR R 2 RS (dovh AR BT R HL

o FAS Y R E P IR FR AR

* R R (A ede i 4R TEIAT R 2 BB AR TR
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