| X2fxizef JHE R 2lsist

1.AE

Sl ofd Rehuets Ash ol A 71717 ] A7 siek
o] 912 Role). o v B £5) A5} 7177} A8 3ol A3} A2} o] R0 AL A3
AR Aok Qo] $A02 95 A 15 U4 QA 518 9 el vz o) $48 bk
7lel 53 A7) 5o A2 FAUE 5L 7 wE Yol $A02 clal A4 5 g L o o
2 AR 3 8A A ARE QAR SHE E F AR L TS| 72T W), 7| TaelAE

=2
o] Hi1e] ok AolA AAR Fate] AobE g Ao w AT F H2aZ(lost wax) PR FEAE TS0

Aot A AR A AR ol e Ao} 9 34 o o T e
A ek, Aol QEee e e FREUY AREUE 85} s BASo] YEVES Aoz

/J-/] 70_4 1 61:/\1‘/\]7]# oh;]_

919] 2k Aol A o 4 o] Aol A AEBHE ARE D8 AR A, B, T4, AR
S qopte P oE A4HT gt LE ARSe] Suelsel 4457 grkn S o] ojich. weA
ARARE] RS 2AAR DEA, $4, FAE 5 LE ABAR LolAS] AE elobr]siA shom
Qb s w2 1 L% % BYRIsh] sheel ol 3ol A 0T i Ak JEAE A5 A

w3} $efuelelAle] A 3he QI ETHE S Qls]7} Aol Fabstel 7heke) AoelA) G,

2},

A3 o ZEE 37 T IEZ2E (endosseous system) ¢} =35} YE2E (subperiosteal system) & U
4 9a mefo g = X2 24 FAEY staplesd 5025 Um 5 AL AR 7P dubE o 2 AR
= S 7HA)= A2 o|t) o] 3 FelY dSUER AL FH T Q= XHEJ: %o}

gt A5} wol AREH YA, AR ElolElgd Eloleh 3ao] 57} =t £ElolElr & 10049}
GI~G4=E Ab2o] ool we} Yroj 2|3z, GlellA GAR 23 7|A1A AA o] Z7hgiet. Z7]°ﬂ—— G241 G3
£ o] Axkslgle, Holle G2, G39] JFHEE glou GaAPE Az gl
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3t FEfolElE o R e ARt E5Ee AS-ol dub+uel 39 Ti-6AI-4VEtge] |74 JEHEAEE
wro] AR QLA AlS] gZslo|m ] ik VO] 54 SO0 % o] & AT 5 Qle ] Afiko] EikelA o]
oA 3L QIeh(E 2). 2 7kedl 58] HEl 5o Atko] YR n|mS FAl o R kel o] Fo)z] 1 glEd],
= el 30 DAAIG7E 23 n|sely] vl JERE AR Z3ke] A A4 Yebd 4 9l
Y29 84 (stress shielding effect) & £ 5 97| wwolch £ 3& A |53} i SollA] 7= 9l
el etolely 39 T55 Ve gl

A Sl JETE AS AR 20054 7€ 2 =410] oF 551N, S Aate] 1708H0) AL, 451
ikl o & Al f24)o] ofF 4509, AYAte] oF 550 <lel| o] 2t o] 9} o] Fujell A A|HHE- dEFES]
QL HEEE SR Qv FAl0) 2R oA 9] JETES 3o A AlEEk AR otk

0—1(11&

e rl

&

H 1. Composition of CP Ti used as an implant(ASTM F67—-92)

Element Mechanical Properties
N C H 0] Ti UTS. YS. Elongation
(max) (max) (max) (max) (MPa) (MPa) (%)
Grade 1 0.03 0.10 0.20 0.18 bal >241 >172 >24
Grade 2 0.03 0.10 0.30 0.25 bal >345 >276 >20
Grade 3 0.05 0.10 0.80 0.35 bal >448 >379 >18
Grade 4 0.05 0.10 0.50 0.40 bal >552 483 >15

H 2. Mechanical properties of Ti alloy(ISO, ASTM)

s ” Mechanical Properties
Rt Alloy Cok L UT.S.(MPa) YS(MPa) | Elongation(%)
ISO 5832-3, 1990 Ti—6AlI—=4V annealed 860 780 10
ISO 5832—-10, 1993 | Ti—5AI-2.5Fe annealed 800 900 10
ISO 5832—11, 1994 | Ti—6AI—7Nb annealed 800 900 10
ASTM F136—92 Ti—6Al—-4V annealed 795 860 10
ASTM F1295-92 Ti—6AI=7Nb annealed 800 900 10
Solution
ASTM F1713-96  |Ti—13Nb—13Zr| treatmented S cgl E
aged 725 860 8
3. X F5 A= 2187}
Al F ok Eb A A ol A whelet o 577|155 W F5E Sl de A (AFeekE A A A|2005-17
3ol ot A A5 A e (c01ooo) ol 6%, A F-EA5(C02000) o 7557, 2 AFEA] 5 (C03000)

ol 755, 2198 28 A 2 A BA(CO4000) ol 7F-5F, A7 A2 2 FAA R (C04000) ol 8 F, A&
A A2 (CO5000) ol 455, A28 &2 (C05000) ol 2 F7, A7H 23 Ax L wf&A (C06000) ol 2 F5,
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AT v} A 5.(C07000) o 1 FF, A AE(C10000) ol 755,
£(C120000) ol 955, ol 217 A=(C12000) ¢l 1 &5, A=

TR UrolA Qlek A
gk, QI8 7}l A A A
oA e] yg-£& <lg3fsict.

T 0] ), 27| Sl e} 1-4%
ZE 9 9l3]|7}o| YAt T2
I QJEUE Sfol =

BAANZ(C11000) 90 6 57, 212 v 4] A
5 52 AR (CL3000) 9] 1 £F=2 £ 68552
oAM= AF3AATE R A= AT <
=

S|fEIAA 25772l A 7R A]

0

R

¥ 3. —Ti alloy developing in USA and JPN

1. Ti-13Nb-13Zr

: Near B— type(USA) : low E

2. Ti-12Mo-6Zr-2Fe

(

: B— type(USA) : low E
)
)

3. Ti-15Nb - B~ type(USA) :low E
4. Ti-16Nb-10Hf : B— type(USA) : low E
5. Ti-15Mo-5Zr-3Al . B—type(Japan) low E
6. Ti-15Mo-3Nb - B~ type(USA) :low E

7.Ti-35.3Nb-5.1Ta-7.1Zr

8. Ti-29Nb-13Ta-4.6Zr

(
: B— type(USA) : low E
: B— type(Japan) low E

ST b

ﬂﬂmf |

Ciaisda

EelE AR Ay
/—;l AR MY

RN
PaME

gy

Ut o 2 ‘x| Fg ol ZeE"e T e <on7]Y]

?ﬁé% EIWFJE'E o H

Eo[ Mz AEHE=

7 (Ao aA

of gk
A2005-71%)> oA A A& JZ2E (C12050, 3, 453) FolA Z4 mjAle] 953 Urk(thread) ] 3]
3)-

Aol o3 o] 2o)A| = Zuls}y ol

E (root—form endosseous implant) &

ek, olel Aok G EAES)

ok
E_'
As7he 270 2 71A) 2 ek, A, o] heslo] e - S Al st ke A

WA, FrEA ] SR A oo} o]l g AP} Hadt A-olrt AT 9=

49} 2t

FES) T)eEA A £
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B4 XIE HSHEQ J|g2M dAthd

- OFIN T} RENO| SEE UNFNOI EH M2l U AYJEAIRE X

= [

« EHHZ| B : blasting and/or acid etching, G AtaH, %2 A} IBAD S 30| EHX{Z|, E|EHs
o

=
o, —

= = .
o BH 4K Ti 4318 HA coating S.

FEoll 2ot AlRet=2| MAIZHEAEE A
o
- T

6AI-4VEIZ (ASTM F136)8 EHes| 71717130 3t 4.
+TING DBA|2| 4%(H] O[4I R2I)Lt X|c E&0 coating3t .
- AT SI3HE B4 S BRI YOBAM Z(AU) U A4 HLPRIZ)E Towt% 014 BRE

gold cylinder 2A| gold screw %.
« AR 210,01 A ESE

20| Z2E DFMZM CH22| Zo|2f 2F2| Lo siEst= A.

Z|Cf &4 : 3.25mm 0|4}

Z0] : 7.0mm O] 4.

-TiZ2Tiga A2 MEE LAY UEHE 1X2M ZAI|SS SHZ K| = A
B 5 Zof 2 : 3.25mm 0|4,

20| : 7.0mm O] 4,

- 7|Ef MM EI R R YO0| HEE UHHOI X 0tE USHE

g A, FEA AL B2 AT JERES] W & 59} R FEIVIE Aol A9 dERES
Agst Attt 2 QA RS Al sAY AR A 27171 A0 ATE 9 AT AL (9

AEAIR ] 54l 5) DR717IE GRS staAt sk Al AR AIRAE 2 s A oAl
o] Sol= dolof vt JRARANA S HA kA ok Wols =gk vk OAI1E D A5 el <3
QA AR O 23 AR - oA S - A7) B - AR AT Sl Bste] Bed AR
BAEAR o7 Ak} Al12x A4 2 A132 A4 [Al12x (P BAIR S 590 5) @A WA A
3% Al 7t A RAIR Y 51l B AT AR A AlEARY] A e d, dAEE AR e, 5

"J&Zi % ug 7‘;1'}*0‘01] AR AR E AF|eRE Y] 43 M g}, ALBE (YA A 715
i A7) A7) ol B AALE
A mstofof g},

AN Z /204 15 _75




I 5 OFA

CAEY, REY AAVHEREHALE ASHES Y

40

- M= 3 AZHE SO| M2 oY - 20| =RIE(X| B2 A
- M22 JA = M2 EHM2(7F HEE A

- 45 { ANESH MZ2 X[1HE AUS2UE.

- 30° & Zdote AHFE 7= R 2HE (USHE.

- = AlES 2|0 2140 3.25mm O|2te| DFA.

8 E=TAEE UASEE H2|)

- = AEF2 Z0|7t7.0mm D|2Hl A,

- 1N 2EE| &Y S EAX 22 SREAVLHEE A

- EN7|s2 SHo2 ot AU E UERE.

- 7|Ef QMM EI R R Y| BT Q5= A1E UEHE.

o

o}, webA Az A JERES] S, 7 543 A Al B3 e sty %

M
£2 502 Brlelelof el
311 B2I% SHof B3 A

SR RICEIRE

A AR Ashe AERE] 44 9 AU Ao A4S Lod 4 Yk 4e] EAIYE Fels]
A0 AT B, v, 0, L) BAARS) o2 2 4, 2905} 2o] Age] lelA Ralr} 2
227} EAE AT, EAe] S8 BE 990 SAES Ao ® A8S AT AL Ak AR
o2 b s o7, AR WA SOz WA, APIEORE ) A BoE B o B4 o 9
oo} g}, 2 .

e

AL Had w7 2R FAAS Wslet WA e AR Sqke® Al =
¢ FAS AR ISO 116079 w2t 224 E3H(2ai) A7, 2214 S48, vide A

\—
a. HA| At =0l
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Uek AL RE ") Yo EAR AL Y Al oI AT %, 2 2 21, 29, 7
5 ATl Y] 202 WA, 3) 0|2 YAGTE A, 4) N TS BAAG A IV BA,5) 27,
F¥Fe AT §7F A Fol )

o 224 230 413

.

=24 B3 () A2 2] W E A F T dstar, AR Aol A A A AP EE rAIsHEA
galstr] $13 Alf 2, lid type, pouch type & A 3rste] Weshe £ disto] Agich AR s
ASTM F88 Standard Test Method for Seal Strength of Flexible Barrier Materialsel] w237, A] &

AZAZF AR =] £10%°]W o] ojof gt

ZE|A SR AL d 9871719 AT} 2 digk T2 5l WejA)S A3 S3 HEAFAE

S8 22 lid type, pouch type 5] A2 &7 245 P 57]7]o] thste] A g} A5
E A2 Lid type, Pouch type 58] A3tE4¢] 7% ASTM F1929, ASTM F1585 %+ 1SO 11067—1¢1| w2}
A&, WS o] 83 £7) 2] A ASTM D4991¢] whe} A& dlc}. 27]-5-24)3-2 ASTM F2096¢]
2F A3k A 87]E 0 2e A5 AF7L glojok shH, 7] o] Aol glofof gt
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°l A ‘?‘-ﬁ -"4371714 ol o3 FAA E R ARl diFAIALE A1) 3 Ao g lid
type, pouch type 59 HEAF} 47|24 AFo]gs|7el diste] Adsla, v|E AghA] A8 ASTM
F1608 Standard Test Method for Microbial Ranking of Porous Packaging Materials (Exposure Chamber
Method) ®3=1SO 11607 Annex Cofl w2} A3k},

Q) A"

AR AREA T Bdste] AlES] 5460 2 o A7t 71eeA T AT
off AN Aell A3AE Eelshr] 13 Aoz, E% = 2 A3lS AASEL vernier caliper,
micrometer, profile, 3-7&%]7, YAl gauge, &l 5 0.01mm7HA] $A4E 4= Q&= 7|75 o] £-3h},

r{o

e,

>4
(=
o
ot
tlo
PN
e
fo
ju:
M

Jg 5. RS ASHES x|+ A"

@) =40 A"

ZAH] A¥L gold screw, gold cylinder 5 AR A E] AA 2 A5 A& 7 A8 3eke 3
Aspr] A Aoz, A3 JETES] AR A ARStEe Wi R v AR
(atomic absorption spectroscopy) %= =2 F-Ee=rRE%7] (inductively coupled plasma) & ©]-&-3}o] 7+
W IS oL, 7 A AdA] = AR AA R 2489 £0.5wt.% oldlelelef 3t 53] Tk
(Cd), = Be) T el & e 0.02wt. %5 23 <k el

©) JA+4 A%

o] Ay ’%HTP? TEE o AU, S AdF 3} 14 1]-4 A2 JJr W7 AUEE Gl 3

KR
LA AT T HAMLE o83t A she WAl Y] ERE

off
<
Ho
ol
>
ek
|o
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Fixation object

(SRREE) cew Rotaticn cbject

(et =g)

SIAADAEA L JSRES ZF 2270 A A sk 459, v, Add 5 =i
, RA S} AT o= WAE o]-&-8ke] sl WAl JEHES Y
2HE o] 2|3 (T screw) & Zko|HE AJAMFEFH(C
eV} A= o 71A] 3447 3, JEDE | spA o] A S whrhA| o] A YEAE 0.0IN - ¢
t}h A&7 E e 2 SA3 Y E A A} A3 B R Aok g}

(2) 9 E A (torque) A1 8

o
&
S
3
oy
D
B
j
[o]e}
D
i
(o3
oo
ok
8
i
i3
s =
BN
=19
m r
|

A TaBo] LAl 0 2 A AEE EeEe] VAl 1Y 2 Eol UiE S BN 913 A
0% QEUE 7 FAE) A ALHE RS P TaTel A48T, AP o st U4 £a A7

H JERES] IAA FES 5471719 Aol 248t JEFES] TAAHEEUAFA YT e
torque gauge’} B3 Eto|HE AZg ¥, Sefo|w S AAEFCW, 29)) 02 AXA} AlAIS A ZE L]
120% EAZ 29It} tholl Zelo|HE whAAMFEFCCW, £3) 22 294 HYEAE 0.0IN - cm B$17HA]
SR A7 |EoRe £ AUEIE AXE 2UEAY 75% o] dololof sl QIERHES] 7 FAHES F
oko 2 ksl w) Mg wpd go] Aol glofof gl
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oA

ummnumnij"

Fixation object Torque Gauge
Rotation obiject D
(BHREF = @)
(Screw)

Q) g8
DEHEL] 7t FAEY T2 W 7AIA 5AE 78] A AR o R, i AR AREAA AR
of gk 71A14 Z=rt 875 A 3E JERE FAFC] ek A EEE ¢
& 33 F s 5-HYE FA O RHE 0.2% off—set HEFFol| w2 e F7Ho| 4 9] Hs5E 78},
§

3
AR AEAZE A 58k Bk #of d

nnnnnnnnnnnnnn

(4) 3 2% (fatigue) A&

ANA, T2 9 AR FxEe] Aty Fof Wi JEHET}L 17 Yl =

AE 7R st AR, HrlA AR F 71AIE B4 0] 7 H ekt A A
WL [SO 10994 9] wp2c}, A8 7|E 0 2= 5] 23kw 7} 250N o]Afo]ofof 3l Al &

=
r]I
d
i)

9] o] glofo g,

3.1.3 = E Yo et Alge=
() FARAEAAE
TSR JERERTE SAE dorle 240 FAREE 1 S E H7R] A3 AF L= 1S0

10993—-11 Acute Systemic Toxicity, USP <88> Biological Reactivity Tests, In Vivo(Systemic Injection
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U sae

a0l —

Fatigue Limit : 393 N

w0 10
Number of Cycle(N)

J810. mZeh: 2= 9 AlglE mHd AN

Test), OECD Guideline No.401: Acute Toxicity (oral route) o] w2} A& gk}, A ]—fr{— 34 7@"—‘1‘41791% A9

e
AR\ FAATAE AR 710 s, FARUIAE A8 712 ,
24,48, T2AZPhel) 485 B8 29 F9) 7240 F AFE S0 ol 2 ve] o] A7 FA 3
whe) o) 4ho] HolA] 2g o) o] AF7L, 202] o)) Aol AR ol Leh e BAT Ao Bt 9 7
HATAE A1) 710l e 33712652 AP o4 i At o] glelAl: ¢t ek

E9] AEEAE Frtslr] 913 AFFE R 1SO 109935 Test for Cytotoxicity, ASTM F813
Standard Practice for Direct Contact Cell culture Evaluation of Materials for Medical Devices, ASTM F895
Standard Test Method for agar Diffusion Cell culture Screening for Cytotoxicity, USP <87> Biological
Reactivity Tests, In vitrool| w2} A& gk}

A @71 Aol w2l 3 7HA 2 Yol A 5= gl £l 93 A1 A, W xRl 0, FA
Zro] 3 o]k whg-o ' Alele A3 uf AlFEA L WAl o] 2 ofstolofof sl AAAE of 3 A
| A5 AEFAAME ] 29% v|ute]ojof shar, ZHAEH (AR R) o &gk A<l A5 FA o =4

H7} A2 w2 AR A A 1o]she]H £32|5- 0ol ofof Fhel.

ZJ;
[
2

(3) Fuprke A1 ¥
HERE 3t 229 SRS TPk AR R, 287178 AEEE Al B 381t AsE
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S@MMemErIaN

itive control c. Sample
(Fusion Monophase Type)

a. Negative control

jEI 12. AliEA‘lAIO“(ﬂ-E E I:H()” Olo[- A|o4)

BER g uuk--A18, 1SO 10993—-10 Intracutaneous Reactivity, USP <88> Biological Reactivity Tests, In vivo
(Intracutaneous Test), ASTM F749 Standard Practice for Evaluating Material Extracts by Intracutaneous
Injection in the Rabbit ol 2]73le] A3t A A7|FL FAFE 1, 24, 48 W 72X 7k A A of|A] 5 9] FA}
$912 a5k vl o o]z AN E FYHEE At FAFI] B 2E 2 Y A4
o] VAl gk 51,

&) A

A ARE B 0l el a1 WA Bl B B 2] Slstel AR A
HEE R o) §3l] ATE PEAE B2 1§30 da A% B PARE SR A8 AP
=, 57171 A=A kA ol AT 57 E T A3 AdA ek, 1SO 10993-10 Maximization
Sensitization test, OECD Guideline for the testing of chemicals (No. 406. Acute skin sensitization OECD
Publications, 1992), ASTM F720 Standard Practice for Testing Guinea Pigs for contact allergens Guinea Pig
Maximization Test, ASTM F2147 Standard Practice for Guinea Pig: Spilt Adjuvant andClosed Patch Testing
for contact allergens, ASTM F2148 Standard Practice for Evaluation of Delayed Contact Hypersensitivity
Using the Murine Local Node Assay®l w2} A|8gtc) A|87)&S daubd of wet #26l9-S o v 1323
22217k (Magnusson and Kligman) S5 %9 157 ©]s}o]ojo} gt}

o,
e
)
18
2
)

214, 229 A
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kg2 E5Al Fg o R Qlete] ks AY A el A4S 2 AAA oA i 5 ] o
ol JETEL I AF-E U] 13 AF LR, L8717 A ol BEgE 1A A4
WA R o) A4, digkebd dakA Y 5 rE A4 A3, IS0 10993-11 Selection of Test Procedure
for pyrogenicity, UPS <151> Pyrogen test, BP Appendix XIV D. Test for Pyrogens, EP Method 2.6.8 Test
for Pyrogens®ll ©JA3}te] =3 A7) 13] Aol #AA450] 05T ]38}, 23] A RAE A3%
=5 MRS 23 13] 4 23] AFe) 2 8nE] 9 AfEE 5 Al 05T o]l AlEE0] 3nke] of3e]
i, 8nfe] o) Al 2/d52] A7} 3.3 Colsto] of of ghtt.

(6) oA A%

]/\Ml 5\]34,%_ o]za].E,] Z?ﬂoﬂ qus]— "gi l—z4 cﬂ-;ﬁxg 3137].52]. 1:1% JE—%‘{W—% .‘?_7].14 [ =] ;].013]_
7] §13 AR, 87)719] AEEA Mol Ak FE7IeE A5 E2AW o] AAIE, ISO 10993-6
Test for local effects after implantation, ASTM F981 Standard Practice for Assessment of Compatibility of
Biomaterials for Surgical Implants with Respect to Effect of Materials on Muscle and Bone®i] w2} A& gk}
A7IEems SEold 3 A H7tell glofA ofuldt 45 olut olzikg-o] YehA] ootok sh, A7
Foll o 24 9 F4340] Astolof Bk

(7) 54418

FRARE Ay JERES] WA 2 BREA| B o] £AIYE Gesh] 93 AP0z, ol
A AubAEY F FF A, USP <71> Sterility Testell 2] Aste] Adlghc}, A87|F0 2% vk 3 ik}

) 7] vjRjol 7o) ko] #2) ghelo} g}

d!

f
2

Pt
o

4.4 &

A AR AP 2 AT A3} A2 ool A v AR e Fosln & 4 ok A2
o e A 57k B el A A0z Held ARl 2t 1A AT Aol v Bkl ol el
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I Qlek. 3 A3 YEREARRA S Eolehy oy vhE 2Ae] A= AA o] Fel Al ik

L= AR FAAM A2 GERE ABE st A Sl A A dERES AX 5
U317l o g A3 FE5 F2 23R o] gk 22 ARt Al taiA s do s v W oo} A7
L3k Ul Aol v AR S P 293 287t gl Aol
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[1] A7HE JERE 7)o|= %, AEookE 247 o) 7)7)e%
[2] AE2l oA A A Z1]2005 17%, 9587|7155 5855l #3474 (2005)
[3] ASTM F1929 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by Dye
Penetration
[4] ASTM F1585 Standard Guide for Integrity Testing of Porous Barrier Medical Packages
[5] ASTM D4991 Standard Test Method for Leakage Testing of Empty Rigid Containers by Vacuum
Method
[6] ASTM F2096 Standard Test Method for Detecting Gross Leaks in Medical Packaging by Internal
Pressurization (Bubble Test)
[7] ISO 11607—1 Packaging for materials, sterile barrier system and packing systems.
[8] ISO 1099311 Acute Systemic Toxicity
[9] USP <88> Biological Reactivity Tests, In Vivo (Systemic Injection Test)
[10] OECD Guideline No.401:Acute Toxicity (Oral Route)
[11] ASTM F750 Standard Practice for Evaluating Material Extracts by Systemic Injection in the Mouse
[12] ISO 109935 Test for Cytotoxicity
[13] ASTM F813 Standard Practice for Direct Contact Cell culture Evaluation of Materials for Medical
Devices
[14] ASTM F895 Standard Test Method for agar Diffusion Cell culture Screening for Cytotoxicity
[15] USP <87> Biological Reactivity Tests, In vitro
[16] ISO 10993—10 Intracutaneous Reactivity
[17] USP <88> Biological Reactivity Tests, In vivo (Intracutaneous Test)
[18] ASTM F749 Standard Practice for Evaluating Material Extracts by Intracutaneous Injection in the
Rabbit
[19] I1SO 1099310 Maximization Sensitization test
[20] ASTM F720 Standard Practice for Testing Guinea Pigs for contact allergens Guinea Pig Maximization
Test
[21] ASTM F2147 Standard Practice for Guinea Pig: Spilt Adjuvant and Closed Patch Testing for contact
allergens
[22] ASTM F2148 Standard Practice for Evaluation of Delayed Contact Hypersensitivity Using the Murine
Local Node Assay
(23] Hgtefd dRhAIEH T H A EA A
[24] ISO 10993—11 Selection of Test Procedure for pyrogenicity
[25] UPS <151> Pyrogen test
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[26] BP Appendix XIV D. Test for Pyrogens

[27] EP Method 2.6.8 Test for Pyrogens

[28] ISO 10993-6 Test for local effects after implantation

[29] ASTM F981 Standard Practice for Assessment of Compatibility of Biomaterials for Surgical Implants

with Respect to Effect of Materials on Muscle and Bone

Z u gt A Ef g
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- E-mail : kyohan@knu.ac.kr - E-mail : tykwon@knu.ac.kr
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