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Guidance for Pre-clinical Testing of Endosseous Implant (Draft)
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CRARER T 2 F ok B B (Scope) |
A 25 #2549k (Root-form)z- 7 £ * % p 42 48 (Endosseous implant) » § 4484 450k ¢ & ik (basket) ~ 4%
473 (screw) ~ 7« t.3](solid cylinder) 2 7 s 41 (hollow cylinder) - » fL %% 7 ig * 7 % ik (Blade-form)z. 7 #*
LA S K i

SRS S 3 FREHZ 2 F 24 L0 84 & &3 (regulation number) 2 H # % (Identification)
o4 5238 F3640 # p\ 12 #¥ (Endosseous implant)
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é_r‘%ﬁxk % #.#. (Product description and specification) :

S th R S A Al 0 4o B F E N2 & & b & (internal or external hexagonal ) ~ % i #ho (Flat axial
surface) 1% % (Thread) ~ i 4~ (Fins) ~ 4% & (Vertical slot) & %
A SRR LR *T?Hui” (AR =+ 2 F3FF4L)e
A& enA A i
AP FHEE2 B ao
5.4 F $H1548 £ 5 i& 7403 & (coating) ~ 4 %] (Etch) % i3 4F (Modification) ; 4o} > Biimip £ 6 AJL Hif
A2E H Ao

T~ % 22 R s F A2 (Safety and performance data) :

7P e~ FORE R 7RI Sk
LAipinfpiedsk | Moo ¥ 05 » FREBH @Y 2 & BT > P17 H | 15O 10993-1(2009)
(Biocompatibility | ## & FeE g "FL%\ ERHTEP A% i 2 ﬁ ISO 7405(2008)®@
test) FRIRE 7 54 $ 4 F Ham e ISO 10993-3(2003)
o v ISO 10993-5(2009)
(1)imrz & 135 (Cytotoxicity ) °

JU. - 1SO 10993-6(2007
(2):E 5738 5 (Sensitization) o 1SO 10993_18(2012))

() f e A o i iges# Bk (Irritaion / Intracutaneous 1SO 10993-11(2006)
reactivity) ° FDA Guidance(2004) ©




(4) & & 325 (Acute systemic toxicity) -

(5) & ,6’5 M2 IR 4 # 4 3% Bk (Subacute and subchronic
toxicity) o

(6) & F14 14325 (Genotoxicity) °

(7)4£ » 35 (Implantation) -

AR T R TR

(1)B ++4 1325 (Chronic toxicity)

(2) 3% & 1+ 3% % (Carcinogenicity) °

A & s R FE EE R it 7 FFE v (Sterilization | 1SO17665-1(2006)
validation)#& %SAL(Sterility assurance level)-]- >+ 10°® » 1ISO11135-1(2007) ~
2.& 1 (Sterility) 1S011137-1(2006) ~
1SO11137-2(2006) ~
1SO11137-3(2006)

3.7 i ks (1)# % 5 (Mechanical test) - FDA Guidance(2004)®

(Performance test) a gk ¥ %5 (Fatigue test) o ISO 14801(2007)®
b./& 4 %5 (Compressive forces) -
c. % 4 & (Shear (lateral) forces) °

()15 48 ¢ 4 4.2 4p % ++(Compatibility) -

(3) /& 4 325 (Corrosion test) °

(44 2 A % it 748 4 5 A& (static strength) 2 ¥
4 4 & 33 & (Shear bonding strength) -
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