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Guidance for Pre-clinical Testing of Orthopedic Internal Fixation Devices
110.6

[P ]

L AR AROREFREHFALASERERF  RADRHBRRTHZ EFHE
2B AE STRARRER G THLR L FREHARE R HEORE L2
R FREHGCRERFEEHY WA LR RIREREER (3 RSN
HWE/ATRAREKE) 2FH

2. AREARGHRFTL ST TR RPHFRPAT L BR{IATA DA
BB 2 54 R RRASTHNS  BEARPLE 2BE B iR £$¥&
EHFPREIARBAFASNFAD P2 %BTE (FTRADRRBE/NHREEHR) TH ¥
R R R AT -

3. A TRBTRE HBRRARG ERFAPZERFRZ AT RE)-FE - Rk
LR F -2 K S

4 RS FFALFAFNREAL > BN A PR HL > NERASNE
FIE2ZF2EHG

5. L RIFBIABBAFSL 52 2422 K17 ‘Eﬁ-’f"é d & fg ¥k P p AT RRE

ﬂﬁwéiv#wWﬂﬂiﬁﬁ)*ﬂhﬂéiﬁ*%”$%1é AR R
FETTARREY  REHAAMN Y REPFRTERAF R LRP T RARL Bl

6. BB EFRT 2R 2R dRRARFHAEY 23R (DR FFEE - Bl
U EFRB B EFR QO 2R3 BRAUSEFRR 22 AH 2
BRGNP HRE Y E T ke

T 43 A FFFTRG B3 BLSBAVHFEERE S U@ FFE FRAIVRFFRTRE

- RRBETLFREAPH Scopo
AR RN AT HE Y 2N H @ 0 ¢ 7 F 7 (Boneplates) ~ ¥ 4% 47(Bone screws) % ¥ ] 747
(Bonestaples) : * >t # flert ¥ F T H 2L E[HEF WA P HELFFFEG 3 Bt
cit/fh(holes or slots) ! HE#A 5 2 “ e T REERS B > B Brut 2 F8 0 F
ERC N T O S B S el o G o O = i S B Rk ¥ K

BN . 21 ggy B2 72 41382 2 4 8 & 2 % 3F (Regulation number) 2 H 5|
(Identification)

.22 53 IN3030 - & $€£2 & Big¥ A EE % % 2 (Single/multiple component
metallic bone fixation appliance and accessories)
o E- AL ARNYATEHE HE D - BRI BAREERAE AR AEL

1



PR dEd 45 —4p ~ z%% " HKELEHIFE R /P FEEAE /R

P_é‘-’jf"‘ﬁ’iﬁlf"if’f"’ Jr}_‘%lrl"%‘i*c%‘liafﬂifﬂaﬁw“o@;wﬁ
=R U SEESE RN 3 N PN +vr;ﬁ%:h~ F R AT
LS U L LI S B M ij,j@_ﬁ,@ & 5 B F G B R ehE AT o iput
KR RS WEA R R~ SR T T IR S e A (F514) o

2204 %38 I N3040 T 2 iF 2 & B F T L4 (Smooth or threaded metallic bone
fixation fastener) :

Ful D TR AARz £ REF AT & ﬂ%%—ﬁ—@@ﬁﬁﬂz

R TR A g ad o B RIMT RN R 2RISR

a3l

2 x
{‘)’E\; ‘Vi]’i\;t"_ Vﬁﬂ—kq/m“n%goig%i—ﬁj? l’_’_}“ﬁ‘

@ﬁﬁﬁﬁ&
A etk

\rmL
\'ﬂk \./

F—fir 20 B o penii sl > 87 B A K~ A AR L s 4 (351
4p
v A &4kt 2 Rt (Product description and specification)
LA &% g ip o
2.5 B2 P &k o
3 A S PR R Rf g
4.2 2B R4 42R -
SERBLEEE ARERELES S .
6.4 F#p » T ART T &2 B RE -

F 22 H N RRETH (Safety and performance data)

%P Hop o~ 7 HE e 7R > 4 > 2

L2y A7 1=k | H mrp sug »FREHTRY 2 &% | 1S010993-1:2018"

(Biocompatibility | ¥ F > BIF i & BIEIRERFE L £ | 1SO 10993-3:2014?)

Evaluation) HEF#EP A% FAREFTA254% | ISO 10993-5:2009)
PiER ISO 10993-6:2016@
(1)im7z % |+ (Cytotoxicity) ISO 10993-10:2010®)
(2) 3% &7 1+ (Sensitization) I1SO 10993-11:2017®
Gl A p i ISO 10993-12:20127

(Irritation/Intracutaneous reactivity)
(4)# F 3% £ J (Material mediated Pyrogen)
(5)%& 14 1 (Acute systemic toxicity)

(6) %7 & t+# 4 (Subacute toxicity)
(7) % Bt % £ (Subchronic toxicity)
(8)1 1+ 4 4 (Chronic toxicity)

(9) 2 F4 2 (Genotoxicity)

(10)2 » {4 (Implantation)
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(11)3% # 1+ (Carcinogenicity)
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(1)t ¥ 5 #4 /2 (Material mediated Pyrogen)
(2)# t+= 4 (Chronic toxicity)

(3) 3k & M (Carcinogenicity)
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(Sterilization %-SAL (Sterility assurance level)-]: *+10° &SPz R
Validation) A SR EF S RE - 1SO17665-1:2006®
ISO11135:2014/Amd
1:2018®
ISO11137-1:2006/Amd
2:201819
ISO11137-2:2013D
ISO11137-3:201712
3BT =R ER B33 B & 2 e ¥ (Worst case)ie | ASTM F382-17(%
(Mechanical TR T EHEE R ASTM F543-1714
Properties) ASTM F564-171%

# 4 (Bone plates)
(1) # i %* & p|3#(Static bending test) °
(2) %% & ¥ p|7#(Bending fatigue test)

# 1% 47 (Bone screws)

(1)4= # ;¢ ;% (Torsional test) °

(2)%z~ 2 1 3= #2ip) 2 (Insertion and
removal torque test) °

(3)fhe £ 11 55 & B3R (Axial pullout strength
test) ©

4F 5 p sk iTé > QIR AT sTia Bl
##(Self-tapping performance test) °

# ¥ %_47(Bone staples)
()% g 5% J& ¥ /p|3#(Constant amplitude
bending fatigue test) ©

(2)4 1 58 & B]3#(Pull-out fixation strength) °
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(3)3# 1% iy 4% & jp|3#&(Elastic static bending
test) ©
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