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Guidance for Pre-clinical Testing of Endosseous Implant and Abutment
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-~ FAFGET 2 Fop FH B (Scope)
A KA % 2S00k (Root-form) 2. 7 #4% 4 45 48 (Endosseous implant) 2 # $5pez & 5 > B¢ P fE4g
¢ 7 4FF Ak # k(Basket) ~ 4% 47 4] (Screw) ~ 7 < $.73](Solid cylinder) 2 7% < 4% (Hollow cylinder) -
AERPIAER T R F 7 8k (Blade-form)z 7 L F pojaAl -

S & 3 ?E‘ BH 2 3 ABFIIR 2 4 A 4 & 53 (Regulation number) 2 # g% (Identification)
£ 5.7 : F.3640 % p # 48 (Endosseous implant)
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= ~ & &t 2 42 (Product description and specification)
1 2 &bkt st > 4ol A E £~ & & b & (Internal or external hexagonal ) ~ <= - #h 5 (Flat
axial surface) ~ #1 x (Thread) ~ ik 4 (Fins) ~ %iw & (Vertical slot) % 3% 3+
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Evaluation)
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(1) :m*e 3 4 (Cytotoxicity)

(2) 5 #7 1% (Sensitization)

(3) flp s A p gt (Irritation/Intracutaneous
reactivity)

(4) 4§ 3 # & (Material mediated Pyrogen)

5)& r+ 3 H (Acute systemic toxicity)

(6) #r & 1+ 4 4 (Subacute toxicity)
GE rii 4 (Subchronic toxicity)

(8)# 14 - (Chronic toxicity)
(9)# F14 1 (Genotoxicity)
(10)4 » - (Implantation)
(11) 5% & 1+ (Carcinogenicity)
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validation)
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¥ 2% (Fatigue test)
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- 4 4 22 (Shear (lateral) forces)
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B 2_ 4% 4 53 & (Static strength)fe T 4 % &% A
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4. % &3 (Shelf life)
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