2015. 2.




HHA)

a|

W olzM

oF = - =
wo & HE X NORW T H
V< = RO - - KT ol §
_A_l T = T M_u_x __O._ _._._|u_ - Y ~d
B0 S ~ ol K0 - K
T = ° g " T =
oo | b T W B oY R
um N o= Uy oK ok ol < o Mno
T = % K Wou_o Iof L = B>
of |or Moy ol © "3 ol ®
- 1= K ._ﬂ.h_u — Ujo =5 = _u.n_n o Ko™ om
mom_mwrh,alu B w0 U °
s O At S N
ﬂEEﬁDE__,A&w_n e T A
7o 10 _w_ o -k = = < muw:_ ol KO
oy . R s AL B
T xR m wO ~ 10 o -
[ 110 < [ ﬂ
. | on Z
K © K oo
ofl . o,m fa\|
3l | = - - 2.
o K = o3 0
pay o
A % Y
__O._ LO
i S 3 o
;1| [ ﬂ % M_.u —
O I R 5 T T
== QA
g & 2 2 5
M R « o = T
T | o | N N =
m m o _ s
m =
ol




XI&A - OHHM HI - IS HEH
Y HEZAEZIHEM 7Is2M TS AT Jtoj=atel(RUAQ QLY A)
ot2fiof st ArEo X Asto] FA|7| viELICE
O olf] SE& X&M - M T 5L - FAR LHEQ| O of
X &AM -t M 7L UE LT W oL e
= 7] HE20| o't EHetdl B 7[EQ XHAM - QM| JHE M
O a{stA|7| HEELICEL Qo 275t & XA - iAol XIFHO|
Tt 4% 1 ARE oftzfoll Z|si FA|7| HtEfL|CH
(AP - )
O HECH - AW - A7) £ O of
AEFE(DA - 28 - olhel i8S Che HE =&
SECyM o5l 210 W OfL 2
S=HIe Lot AL
BT 0 oew qus gexoz wols 310 GaULR _
O 14 O|Lf $HAIN HE e 3| XA - BHO| siEst= O of
L& 2 L|77}? W oL e
O o
N2 ASIAHLF AEHSI= L2l L|77}?
O 2= 1782 HYstAL o= LHE YL m ofL2
O M e 1S 9o By =& PRS2/ &4 0O o
Ma|sh X2 QAL 72 H OiL2
= M7 AR B o= SiRIE Offof| siiEEl= R0l XIEA - Qi S5 Chalo| OfELICt
XM - HHM F| - 70 HAE M83sHd Hee &Lt
O URXNo=z dPAIRS SUS 7[617| fI6t0] HEXoz Y [ of(=X|EA)
ARl ME7|E0|Lt HAHE HMAlSte HYLIR? (SFE) W oL
REEl - Qiipnd - -
A O OifeoR B3 == 2A-28 - Ot SS 27| & S0 0 (= OHLIAD
LEOPLE STt ARIO| CfSI0] MFECfERRINS YRS YIE OM °
Sh= AYLIR (BIRQIE)
O 49 B@s dEsio] MER AHME MY - B35t O of
7|E} kol DIQls F&5He L8O| JUASLIN? B ofLe
At = o7 HE20| ofetn "o 4 MY YUY W8S AFSIAIT X|FA
OHLHA H| - 7HE EXHE TISSIAIZ| HEZLICE

47| Ao tisto] =I5t S.

2017 A

68 19

e Ho

Ofot
oY o2




O] eIiME AGZEZ=2EN 7IsEAM Hds ¢l 7to[=arl(T

o9

= -

—

=

—

A(~3fojof BITF S)0E 278kn U OfZIEMA HIEA| FE4sAo}
She ARSI0| OFde BEELICE 8l &2 OhjAs 20151 28 #ixfo| e

JIET AR U REP MRS EOR BNEiion= o A Y wh

LHE

OFLYA)OH CHSHO] 27| 217 MES7L} AlZo|oHEoMAo| QRS

7|&3t AYLIC

A AR AfetA| SO M2t 22| MEE + USS EHEELICE

CHiME CHRIMeZ BN 23S 7HK|= A0| OfLEZ 2&29| 7|8

o

X DIl OHAA'Y CHLHQIROR #Y EE DAl- 2 - 0lF S %7

A BOlM LHSALE S MM THSI0] ABOIOMBOIHIRC| YFS Tl&ot

S ZAZOIGEOTA XIHMSO| Balof Bt 7Y H2X)
2 SLAO] Ot Ofziolt 2OINEO| GIg ZP MBOIEUTN olR7IIYA
.|

k=N 043—719—4007
=: 043-719-4000



b ool 87} 2

% z
NEEA A AASHLA QAT AP

P oEbA ol FHam s 7t B TleEA A Addle 4 d59
W< A A AFS] SA4s aEste] s FAI7] vy,

v
N

l=&8A AARIEAE TYBR771E, Al A72(sEA4
ANANE Zastale], A A7s M =E 7|7 AR
T (http:/ /emed.mfds.go.kr) ] ]5717] RILAAAZAZ7] 75
A2l o]-83ste] AL

2 off
e Lo

P o577 Ax(=FR) 7B TEZIZIE, AldarE] A5z
(Ax317F B AlzAlae] ") g Alsx(=dsizt A3 5)E

Fastale], WA A3 A EE .<4§.7]71 A A Q) 2
(http:/ /emed.mfds.go.kr)e] ©]|57]7] WAA2ZAE7] 35 A2&

o] g3te] AN L.




b obdlel BEEE Fustel 7Y AX(FEY) HAAHAS
877 ANERA T AAAHNE TR AL

[ o= 717 M= () 7117 ]

.

[[ELjII |75 AAl]
- AlAte|2| L&
D71 &M AAH UAAI A AL

A 4
~ [DIQIMAIZEA 7| H| 7T AMAl]
51710l ZE[MIE/4] \[JIEEN AR )
DAl ZR[ZIEFEM MA
| DAY AAL] 'L
[T AR 7| K|35 A Al /l”éxl HI32 4] \
- Alxle| g -ARe R
57t ZR[HIE/AY] L of7tel FRIME/2]
CAIARC| ZE2[7|S M AlAL CAAel BRIYAEEHR]
\ | YA ’é!*y
[BIQUMAIEIM 7| KI3T A A]
- AlFo| 1B
517t ZE[AIE /2]

&A AbQ| xa[AIA} 9] /

[ |2 7|7| HI&(£9) H7HEA ]




ol
=

Ze: 10

] oo
=

AL

=

LA HE tHak 80
o

2. 7|s2M AE tieh 65¢

&7

3. 7IsEA
O

2|7 [z
o1
=]

1.

[ I5s7t

MAT <I0A 2014.5.9>
X =37+

k=2

o=2717] M=(¢) 37}

W 277 AITAE (=] M3
(CHEXH)

M Z=(

o
1!
K u
[e0) By
— [u]
= E3
" U
760
o
=
K4
o - !
I
P
I 700 7ol
<a = K0
Il Ko 2]
& K4
20 ©
ol N
. )
- = =
% w o
<0 < A(_u
- K
< ol — —
_“__.._ 1 3 ol T __O._
< ol o ® 0 5
D a2 AW
N Rz
— LS L0
_._u_ IFD —
04 K ™ d on
Ell v ol 4
] - — ua
- r 2
I.A_”_ . U
< .
= i
=N = I+ = oF
u] o P
il . K
H K0 ® =
i m o K K _M
— r N N TR
i 100 040 " w_.T 0o
— il I = = 111 ®o I o
g no K4 or _ g o N3
Hl ol K- |2 Jear N
L el 5| B Ao R R | o B RS 70
20 | " g 30 or| 30 | 30 al | K =
iU G0 = Koo o dp k0 R m K n H SR
® |l H HT VNI HK T |B|l D

210mm X 297mm[ 24 AX| 809/ m* (&Y




i
,
x
o

X.I =M=
| EMF -

o9l | e . 2o

o

IR EPISEIEEE
=317k &% 1.402,0008 | 1. 447,000%
=

7l Z|E2AM 2 AAAIEo| BEH AR E= ToBY|7|Y AIMAE, H7=H4

Ho| Z=X| of | 2. 195,000¢ | 2. 217,000¢
[e]

3. 42,0008 | 3. 47,0008

ol e
Ll MIEBY s AIES SIS A9 S AK

2. AT H
Jla2AMet daAEo| et KR £ TeRT7|Y AR, HM7EM4E w2
JleEM o MARANSKIMZEAN LA FE 2H0] A= X| of{E . Cfek M7=

M1t Mol siEgsts deole ZIs2M 52 AARIUSAIMZM Tl fE 24
of ZI=[X| otfst Zoi otstod, lstd= 2|27(7(7t o[o| s7HE2 2|77(7|et
s

Solsh MEAMERI - MEEAL 2 MEATL SUsH ZAPE Yschol S XEeY
2 AZolUEoAMTo| Hake ulol wal Yk A0l 018 Mk & AL
=3

3. z7i% Mzs|THIEe| 2P

x
I|E2 Mot AMAIZl BEH AR EE ORI ARMTA, M7EM4gl W 7ls
24 S| AAEBIEXRIMEM WHURE 20| HBleR| oflst 2. clok M7zH1E
Eholl SHZBHE SIRTIPIE TIS2M SOl AARMSAIMZA waelse 2do| Zuls)
7

A = [QB7|7|% AMAE, HM7=F4Eo| w2
7laEM o MARELSXIMEN WA RE 2140] ZAntEX| ofF A ek M7=
1271712 7|82M S2 MARKDISXIMEA waldsE 2

2 o

Ho| A= x| opst o 2tetn, sl = 2|27|7|7t o[o| &It

=
0
a
x
2
ol
o
_O'L
rir
0

51 |2717|2}
SUSH M=J(M=E=F7|- M =3AF Y H=A01 e dRE 2dsiche| 52 HEL
2 MZolorE oM To| Hote Hlo| w2l gSste ol 018 Mate £ s
ct.
pSEIESPNG
MEM EE —>» B > AE s ZH > EIE Y —» 5715 Y2

AlEel MEIZ|B  NECISHEONK | A YA EIHEOINY




W 22778 AR [EX HM75MAl] <A 2014.5.9>

2l&J17] 7IeE=M S &lAI2IE| M

% [ Jol= s gl Roll V EAIE g (o)
Hres oAt PSEEIRIPN; Xz|7|ZH
1. QAN Rtz AlALhAL 702
2. 7|&=2M MACHAE 552
3. HAMAIH A
7t AMAIE X=X = chak 502
LL 7|sEAMoll 2tk Xt2H & ek 322
L IEET
o|z|o]
XA
T
04 X (AlS AS IS
Xﬂ_jlc_(%\_g) HE(AF) A&7 S
oA N PN
M= | Hz=Pad ==
e MEDY |
xivekk) 29 | A
AARRIZIS] | [ M RIE AAL [ [7l==AM AL
= [ JHEMAK JdMAE X2HE [ ]7]82AM RE2HE)
AARZ E5
HEYHEY, 25Y 29Y)
ERHI(SF)
gy 7=
r= RN =
e
M =
o o
NEEE
At
ALE Al Fo At
E R
xR 2 AR
NEEE
s 7t=7
HI 2 (AMEZAH)
o2V AFE, HM7EM2gol wEl 22t Zo| 227(7| 7|EEAM e MAE QlEghct
g ¥ Y
el=iel (M2 =k o)
A Y
SR MEtHS
i i = A= -
A EQUFECHAME - 7S MAAP|2E st
210m X 297ml#AMK| 80g/m (M EHEE)]



saw
=ENE
mMrle | gE . eEo
it o|2U[7|2] HRol= tkg 2 2o MF. Cigh oo SIIE &2 2(77|7|et
7= A2 - 45 AEEH H ASYY S0l 2282z SStt 2RV  AE 1. 360,000@ 1. 400,000
O|FEORMMEO| AR 25t ALE M|E0| ERsictn Mslo 1AIskE o|Z7| 2. 153,000¥ |2. 170,000¢
71 HMelet o|727|7|e| dfoll= Ms=FE M72mk|e| A=E MESHK| ofgh = (3. 117,000¥ (3. 130,000%
UAFHCt
1. olo| B{7jwre XE} b|DS AR
2. ABSEo| B3 AR
3. ZtEelelof &et k=
4. MZEe| d5 H g =S| fE ths 24 S| AREM Al &
O "It AERof gtet A=, ot U £ =20l AlFAAo| els
dRolls 7Ie2M SOl dAE Heds APt MEe s R e &elst
7| fIsto] MES Al®AZE 2 O 27t AER|of| & A=
7b "71 - 71AA ekl ghek Atz
Lt M-S obdoll ket At2
Ch HApdol et oMM Xtz
2f. MApub ohMof et Atz
o} Aol Bst xR
ol 22 - 315y Sof B Xl
Ab. oFE Mol 2k A=
5. 718l i wA W WLl B A=
SJApAlBlol RIS RHE
. o|2e| AlBHY Sof B X1
HerletE o|27(7|2f do= B 4 3o M7
1. 7HEEel, SE2] - 2 3 I AREdEol 2ot Atz
2. AR S M =EHol 2ot At=
3. ARB=Hof &t A=
4. M AREY(ZE EE REV(Z0 BEt =
5. dsAlddol 2het Xtz
6. MATIEHE 2|=27|7|2| FZAL oHMHol| 2ot Atz
PREIESE,
olEM KM > H s MM #H s EUENN L o ey
xHY
CEL NESSHEUNHA /IS EMUAT B




| 2127 HIE 57N

Tagaulo
eI X
N OHOH
~ <0<H<fu
molN N
K—alm

oW

o

)

oll
ol
uy
X0

0)

oME 9L

iK0

0

[ATHXI]

ol
3

19}
ol

of

I

K0
<l

kio
ol

<0

[RIEZ2 2&]

=

#[ASg]e H

O ML

(X 2

]

a0

3o
Ho

-,

0

D+

D
=
all)

<
o)1

3o
or
Ho

10f
5]
Nk
I
or
Hio

U0

o AIRSH

Rr
0
00

To

=Ex|
= =3

M 2]

el

[

il |

o0
00

[ A




[(MEEE]

[AtED18H]

[AIERA]

M=

ISESSEPG ()

[H &= Xi]

G)
HHZL =2 MEAZATY} MERI SLE
=0l M0l AX XL MatE=E RS

HREXIL G2l B2 [YH->EFTH HIRE

ETE
SIp ]
o= 50

=
K

0= 240l JtsgU

xol

NE

JIMotn, MZELZIXLt MEXIL OE 2R0=

HzZ22| Kol &K PIPR

RIZ= X

3=13

o

of 0 2]

o

o 4>
1o oo

=217 =]

00

ogJ1J =]

e

cltia 2=0101]

MM

M

(=]

IS Gl JtALE] ()

On oM O

0K

DHE] Gy

o T 1

oon o ne b = Jd o ki

Es
o

vl

[e]

o
10
HU
u
o

[

[}

=2

TT=

MEEAZIDIIE el AR [YH->EFOH Miw

WE=2d0

CtE Y=0l JtsELIT

[&t

g4 9 z0101]

’

HEHETH 9ZI(J0 o2l &

YEHASS2

£ 018010 O= 2

|
(=]

JbSELICH

ZEEAAIEIIRE]

[
[8+=2

gAYz Re]

L= b

[geEs]

[

0 2]

+58

¥ DEHS WE0 LA

te ERHS+E

oin
o

1A

Ers kI ES

AJ| HFEHLICE



[LEES] [ZEC9]
B2y U 7=
[ZEde]
[ &]
X =
[S 4]
) ErEERL
= &: o ol «
dBS: () = o0&
¥ 0lHE - MREXCINEUAN 2dcts EENS ASE HLEE Soil EEI| |Adls 2 M
¥ SUE @ CRAE U2 XMl JEAES )| Jdts 3= JIM

ro|27171%, HM6= M7= H15x= L 22 & AlH@HA H5=HM1sh- M5=
8Z=HM|25t - A 18=M1&t « M18=H|3
517+ AMAEEhCH

F

091E )||

Al ZO| kO X AL 51
K| Al Zo| ok oM A &L 51

- M21zol w2l flet #ol °[zr(7[ef M=




[

A4 7] 75 A4

{ 2=7171 7]

=M S tlAREIM

Xe|7|
1. AAAIE X2 MAMH 4 @ 70
271E2M MAttHY: 559
o 2zl
[S(HEX)] [MEad] d 99
[F] 0
O M=(gl) g
[23(435)]
[ATHAI] 0
(A TIS = 5] (510t 5]

o MAlelZ|o| T

=
i
+

*[HMEBE]S NS M- Al IS YELICH

0z

N
02
b
&
®
X

Jo

[a—

Jo
HI
[T
fol

—_

on O O 12

o qu oR

—_

[4 &l

o MIEH

[& M 2] e
(K= ] EE
[ArSed ] ke




[AF2 Al T AIEH] R
[MEgE] ¥
[AFZD|8H] ¥
[AIERA] -
[S1oFZEA]

o =2

[M =22 k] ()

[ = X] ()

XA 252 MKt MEXDL SLe F2 M6, REJZXLE MEXDIF GE Z20s MEX
=0 MBS0l &M ZBEHAHU d&tEE=E RS JIM6H, Xil QIZIXH0 HEMEZHMAKLGE JIM.
MR ZXDL Ch=l F2 [LHA->ZEFTH] HI=E 018610 O &30l JIsEUCH

F)-I

—

oEJ1J =]

oK
i
e
0z
lo
fu
=
S

=
D(AH2ZH)]

KEBZIIIDF A PR [FE->EFIH HE 0180t CHE LHO0l JbsELICH
oy
[LEES] [(22d] =S80 F]

¥ DHEES0 WEO0l LAsts EHSFEX) S2 AT +FHHFAIJ| BT

mg o 7

[H=2el]

(2 &]

[XI =]

= 4]

o BNt




!

2 0x

3t

o

ol o &:

<ol -
< FUE -

RPN

Eigl=g
NECH I
T|E2MAAP|

HM7z=H2gtol w2t fef Zol 9787(7| 7|&=A

oln

10

o>

J

i

10




dFEAZZIAA 7|e2A <A

1 [EA A72 A4 8 ERA ABE MHleA LBHE)] o8 2 A

b 1Y G2 ¢A
™ %)
! AEH, F59, 299)
2 BoF W Fx
3 A5
4 A Z ¥
5 Ap-8-=- 2
6 oy
7 PARCRIISS
8 ARG Al AR
9 TS
10 A B ARSI
11 A@ A
12 Az
13 &7k
14 H] (A1 T A)




2. [DAA2HA

7] 75 M) o8 FHAQ Al

) ==

O 7|&&EA

SREER

o
g SN - [ER 717712 EME ARSI Hitest] - o El
=i ) -lalx
g BI* @200 »
o ~rraEe=Es=
B AR EEMSEAARM 3 | §
5@ Nalie -
L mrao-oss i 2=7P7] 7IE8M S MAREIM
& I FHAE
- 7IEH
) olz|el
HEOER AR0EE [IEEE EENER
XS] = rERrRrE
HEEGY Y2
A=) HREN(FE)
[ATHA] (FHUT)qEY 24
NOKSStE]  JorsRns [EaME] gerne
P
NS BR]  gEyE BE SWASEY £
DIEAY 98] #4249
DIZA P51 G227 EA94E/5 EREATEE (2F5E A952¢ 0d) J
L] 0
Y
- = 2=
Ws AR 2 &A
3T
1 A &4
2 BoF W L%
3 A=
4 A ZWHY
5 AH85 2
-
6 oy
7 AHEHH
— N
s | As A FoAE
9 AT
10 | A 2 AT
11 AN&E 4
12 A=Y
- - -
13 71EEA AA] #H3 A5 (HRAR)
AIZO|OFEOHMA|
Al EOIFEOHMTNHA



= 2=
3. [R19A A7) 35 MA(IEEA 42HE)] o8& A3 A
= - -
O AZFE FH7INAHA
& M AA ST - 2127 M EE S M (test)] -
Bl mgn BED 270 US0) 22M ERK BW ESTH) -[&]x
AeB ¥ERIS T80 =TE %@ »
ald [wzz ~|p= o |2 R===E [wenz] == | fionx
= 4 ARTAZESHINEN 5 B
B dElz o
HEH
AtEEE
ALBAl 2 AR
RELY
(1
| A=2717] HE sp7hEA ol
@ JIEL FHIME ) appes
"Rem T
YHELR BEME 0 omerceds
3JISEM S oA 228 102
) Aol
[AS(ch EAH1 {F Rz [MA2U] poped 608 o0d
[F41 (FHyE)PH g #4
o HE Ha
[HEA2)] g4 d3rts)
[E3 B} (FRYE)gad] 23]
[MANSENSE] HegarEyE [ v o e
4y 78
[E2F/ES] EETE
[MAR] E51 HALZQFTe £ HA/YPAG WA ST )
[HIZ2] 251 HEZAFAFTAFFTAF (L25FS vda742) ‘
[ A
F|
pc AR P2 &4
1 A #
2 BoF 4 Fx
3 A=
4 A Z4WHH
5 A5
6 q%
7 A
8§ | A8 A FoANE
9 AT
10 A7 8 AR
11 A dF4
12 Az
13 | "AEA A= A FEIsA] SUAMRE
14 ZlEEA At B A5 (HEAER)




2~0

3T
R

B #7144

|- 227174 B S 87 Hitest)] - 7 A
-|8|)%
[ =] = [oo% |
o i Y=27P| o SPREEM
‘z@, J\EI JFHAME
- JIEH
) pradol
[SH(MER] @ YmEh [MagAl  poed so¥ gl
74] (L@¥8)IFpg 74
Y e
2] gls 9342
[AMA] (£5Y5) 929 £
MDRISEYE] eassys [2581=] 25 47
iy
[ESF/E8]  FE54S
[MAR| ZR] AAEDAVIERH /APAE A 2EA)
HEAN 2] 4= A S APAEE CNE2TFT S 8541) J
L] D
=y
- = 2~
Hs A FE A
hvay
1 A F
2 LAV
3 A=
4 A ZWHH
5 Ab-g-=2
-
6 oy
7 A&
8 | Are A Fong
9 AT
10 A 9 AR
11 AN t4
12 Az
13 ZlEEA Ak e A5 (HFAR)




o AFFE QAT AgH o2 AR AFDL AL = dow, 714

34 ¥ += AdFUth AFFE ol HrE WAL AuF
SRR

<

1) A&+ : ABC001

4. EEY
o AFAE EEHR SFe (9usy] E P EBW ST BB
P4, o SAY 2T FY FBYI 5FL ozl elsh o] A

A7) Hhgy

SAES A%, B4, A% 5o @ AzddN FAHe=
?_]__

wdw e ofgo] doh o] s FA7] v

AIEQIFE QNN
I I
NEREITEY



I :}: =
3. = -?-
o] - -—]-"g—:‘
‘j/]

=

le

&
olee] o
5H7] .
9
sl Z
al
2 95}
de] 5
5ol w3
HE&s
S 9
Q_]:—-—
e
7l&

o](“

yis)
'/\]--9—
2z o]
9] 9]
o]
/\J' 3

X
] oJ-
o=
Z9] 5147
Hh
Utk

313}
Eilkes
o] A&
9]
%
4 E
Aq
o}
33l =
— ﬂ‘ﬁ‘o
<3| "YUtk
v B

jg‘il]— = AR
=i
o] 9}
4 5 0] 7
=
[e)
It
A}
J_Lo]—

7

T=3}
ANAF<=
] ar
=49

o

Bi
ro




2F Y 7= - 93

o 9B AR AR G FAT & e AW 9B AL
Batsly] wgun. o8 7hx TAEC A& A5 Az gD
ABAR L FAEA 7] whgU

o 9T An: WA 7 HES AHeT 2 HEd O 49
slee] o Ao} zko] ZHAs) A7) HaYTh

x

I:I°1

2mme Zo] 700mme A Y TFZ 9

N

on
il
Ipr
o

=




28] 7] whgy
o FFo] JolAE BA B THEY FFEL

wh gy o

o

of

B
= A (A7)
789-11 0.5mm
MEFDS bone
o 789-12 0.5mm
fixation cerclage
789-13 0.6mm




)
.

5

1=]

=
hl

B a7

1A
oF 2 A

=
=

(A=A

571719

T

) .

h=

#7}s)

bl A7) HY T,

°©

=]
=

)| o
&%
ny BK

X b
o 7o

- AFEHAY A
Az e 40

L
= .

) .

=
=

dA =

o] ZH

145

kel

o
H %o
 Fo
g

o] FAol we} 714
7 gAzel o

T4 el

Aol

of HESAL, gl

71 A

5L

el
=

3.

&

of

of
)

o

Pure
ISO 5832-2 100%

Titanium

Clasp

1




Y

al

1. Coating® ##F¢ 4%
Coating?} #HHE dAS7F F4(cl: ASTM, ISO F)& RHEste A+
& FA8L 7 AS T, TF e AT A=A A AF3t= Coating
of thgt specificationg %}

(Mgt "I, ' T

o

A
7, I8 %, Porosity 5" &H W&

24)




A Z=H

a A2 A zdY AW gEth e
oul, oS "o 8779 AzxyHe A4S -
71 st FHA L.

& TAFZI)EEAE A=
1. 854 - AAsd 2 23343

HISTAF =st7HA Y AA A=z
A

o
Z Fgo W3k A S ZIA s A L.

AzFY sE= 4 Axke AR, A=AY, F2E /A
sHA1A 2.
3. @@ BI1719 A=A A5 d@dy 2 dwzae A

SN 2.

7} A 2R
c Al ZY Y Az mE
¥ HEAEA F5T oty def 2ol F71 ZIASHAE A L.

Cx A (b, A S ARERE )
- AUy o ZubEeE (1ISO 1113790 mEtt)
-beam E# (I1SO11137°] wEt})

e
4
o
i
®

A|ZOIFERIHA
= I O.
AEo|tE oM



A5

1. AH8-53
@ AEEHS IAAEC wep HeT, S5 -EY Ec ASHEAHS
Z1AFUT. o1l AR Yl T 877 5 2 F5H
swol #3 A, o B VA AL
o 2A7 BHEHAL tdstn o%%@-ﬂmﬂ EPL selAt
fUuHE, FRHAY AU FEF BE, 03 E= o - F§
7%V}&%§ﬁi%%aMﬁfﬁ%qw
O AMgHZH S AREEHC] XdHO Sle Az ASARA Es
A%, 8% - A%E A4S YA AR ARE IAZ 1A
gy
o
g, 27N, dE S22 FAHY A= VITFEA Mo nE BEs =7
A st Hol AR
% TO|R7|7| ARREe| 2 I RhAoll Bt X|HA, B TS| v
Lt
2. 4%
o e dlY AEel 2Wsk= A =88, A7) 7AH 54
Z1ASAE Y.
o
- Static tension : 300 N ©]3}
- Dynamic tension : 160 N
- Cut-through : 52 N ©]3}
AlZO|OFZOHMA]
Q NETI e AT




A
o AW Theol wet 1A EHAA L.

1ASREe AS Ao FHAY, =AUW, s Fo n@ g
#e) e AA A, AEAAI} ohd Ak suATL A
AgsE B AgolE AS AE(EN, PR, 2ol
5) Agol BHsA RES A7) 4L GE Aok FUh

2. AHg A AEL Sofok st ASolE Aol ARt P
e A AASA A L.

3. J2/7)0) AZEC} WAHAL BEOE AgHE BSolE
Z2a99 J15ES AT 5 JE EALR A 2 715
B ASEHS AR A A L

4. 28 8IS AL ARG FAE BHIA A L.

7] HgUT AgdolY AHg F A,
A% 1 AR e AASA 1A

m
©
N
o,

ol
==

_O|L
rlr
N
i
lo

of
@

o
ox
X
[o
fu

>
2
ofo

ol
ol
N

off

> Ee &5

RS SARSIES
BEEEE

.

.

o

(o4 OH
o

Ry

[~
[
fu
] £

1

Y
2
2 off

e

s
ﬁ

N
fo
e

rlr
ol

B o
O of\

ol
=

N H oo
o

T
o

Lo
oy

i

@ o) Ast7] Ao BATL o] A Fe

>

d
of

Aol 93} oA 97 5 A
o)

4

©

of,

F A

S (sensitivity)




% whop u] AFAEY A e F2 nelstal 9 ARE +9 A

g A
D 23 AZS v FAEHZ FFHEE A& do] WEA 1¢Z7=2

(Autoclave)oll A Hit&Fo] AR§-3tofof Fhr
wot=s) 2 Hie] T 002] F=ellA A4 000 T (000°F)
olidell A 008 o’ Bt =3 "o FHE #AJAs] A7
HFE Al BaQlY Ao E & A AR

2. A&

i
E
i
N

(o

S CAAE FA

= B

Al 7

o

@ =7
=
=

e
5
e

ofs
i
2

74

(Component) 82 &3} HE

43 goluz, A AAEME= oF ok

ahofof g},

AZOAETA
I
NEETEE



AN FIAG

o Ag A RS AT It dRGL FYHOR A8
S =% Waw Hae AW DA AFL BF s|Askelof
Utk o A% dtgold & Fuste oldH] AES
Acjgol= FAstelol FuUnh

o o) sk 2ol wek AAske] FA41A L.

7. Ax: AW Al AY 5 FUSta vkl o) gukgo] tehd
A$ EE olgurgol Uehd Ax I3 U@ Axel Bud
Aol Qomz B8 Folg BT Bast Je ASE A
AN 2

7719 We A g olw
Fopal7) AL} o] abubg-e] Z7go
| BASAY AR oks} So| Yot A2A
o2 ool Y ARFE FAEAAL.

Aol A, Ao}, fof, aol, Ao hE AL
271719 7157 SA-ALNY 502 B o g @x
23] o8 Bot ATT BUEE AFE AAFA L.

EREEZPRES
Apael o] Bad Aol At Aol BA FoAFL

Nl

A

S,
oy
2 Ao o 2
o
oy
@
oo

S o

u.

"
S
Jo
:{11
N
d
£
9_1.,

=

o £

AL

o
N
lo
_|>;
ofo
ol
i)
ojf
2
=
il
i)
fo
e
N
o

N oo
2 2 oop ok

% A9 olde] dE s dAd BAIUL. IWE BAS %
Ad Qgstel AgeA WAL Hrbtud H= AT YL
283 mse] A4stel FA7] nhgc.

A o|oERHNA]
Ix I
MS QS ATT



>+

(e}

(1) A8 w Fol
1) 7]

of

)

& Y = (prosthesis) 2]

|

o
vl

2ol 9lof

% B

2~
T=

@

R
<
1210
)

A3]o] o] wZel kst

3 Bone stocke] &

4

0

o)
o
gl

4

o

R LR

® =

—

N

)
o

o

| 715} oF

St

Zolo}
F3e HARY oA 2

5}A]

FEA SR E R AL

44

@ W=

jo

3

Y
of wf

=

o
cobalt-

has
=3

b} 7l

S

T

=]
A =2

—Q]":_]—_,_,

<)

wjoll 238 A3kol

].

S

=

<}

-

A4

Dall-Miles

=

=

™
=

™
=

A2 &
chromium-molybdenium(VitalliumR] =) A& <] Dall-Miles

AEFS M2 A AHEE 5 /o

® gzt Zeol A= AP 71T

dol AUt

steel

[€)

NA THRE o Y 2F5E7F A

Aw #AA 7}

stainless

© ol =2 A= 0]

®

—

-
4

—

0

ad




@ Mini cleaty @52 =+ 29 4 §lil, Dall-Miles Cable System
37 trochanter reattachmentol] AF-8-F T
Z7o] dEdH AFES vEA7LL, A B2 sHA] golol gt
2 A 2"HE & A 2AY] AlFoly Aler]TokY T84l gl
ov2  Dall-Miles 39 o]dAEFE oA A
Dall-Miles A}9] 7] 9H& AL&3I =5 ko)

€)
\0)

rr g

<
4z
2
o

&)
§Eo> oo
o ol
(.
- >
o et g
zz}fﬁ
o -2
éxé
o4l —ﬂ
}ioz
4
’Eoﬂ
_Omrlo
oN 2
oN ﬂw
1"01‘
B3
1 —
L
= K
2 9
=
2 i
> o
]I.O
N
22

o,
o
ol
N
)
B off
S
i
AC)
e
N
fo
rO
lly

o,

rlo

N
£ £

S )

: 3

o £

(d

f q

-
ox flo
o

o

®
ol
_>|i
L

e
i
et
e
offl
o
v
fo
o 1r
N
o
o
0%
i‘_l"
12
B
Y
rO
o
Jo
=2

S
yo B

o
o
=
o
1>
o
g
o
e
N
=
off
ox
o

©
jals
gg

oy et

=
rl

N
[rrt
lo
ox,
i
o
[

o
- 8
=3
o
By

N B fé g O
A
30,
iy
>
N
(0]

ol
o

)
+
L
2
o &y
S

Y
iy
i
9
N
ox
o

Md
©
A
o
g
18
1o

X
(o
f

R
o o
i 0
o 5
2 4
e L
ol
il
at)
m
fru
gﬂ

o
ox
iy
o

~

1o
bl
1>
o
A
of
olN
o
P
Au)
ot
N

~

®
N
E
2
o
o
2
o
rh
0?~
ek
oz
o}
=2

g,
o
of\
(!
ok
oX,

~

(heterotopic bone formation)°] YEld 7hsAo] UTh

©® EF Afolle s, ol & SAAIA 55 1A §gol
Haugo . 2o o]&4 (foreign material)ql ©] 2 &S O]
2o 24 a7 (lymphocyte), TH2 Al (macrophage
oA X (fibroblast) &< MERESS 2} T 4 Ut

® olAHe =R om A= FF°l U F 3l

@ Zgolddll FAFY vRIE BHE F Aok EF A= oA

Faah

sy R ags wEso] drky Huse g

| Y

nz

2 =A)
}.
P
e

=AM Cables AUAA G2 FEl2 Aled 7 -%(overtension),

AZOAETA
I I
Aol EOMT

E[o\r

P
T,




L | - S S I N S S SN
Fu i BERRNg?4 NaolgT@TY
Fog TAEnTMy TR ITEED
]oﬂe ﬂ,m ]Nloﬁ.z*_fﬂéxﬂm@%w
J7|mklu LIA,__.]mﬂMﬂ1dl o oy TR
B T SE R P o T S
e U EPE IR IR Ry ®
%%%%%E%ﬂ.Eﬂﬂ%%l&ﬂwﬁr%w
_tg%#W@ﬂmﬁﬂm%%a%ﬁ%ﬂoﬁwwo
Moo= oy — < 90 H T o q‘_tld%
Mooy P — /oo T b o — X o ® g
N e TV T ol G
_ERN R o g MR B RS gy
WMHTL_J.O.ﬂ_wuﬁﬁﬂﬂo_xﬂﬁmio@gﬂumﬂoﬂﬂﬂ
R O NI T I
ST LR LR Rl T oM~ = T
gl BT e s T 0 9B WA
ulﬂﬁ aumwﬁ;l - B L_Liﬂ ol Zo W o5 K o_E_l/A
now oy Y ~ A I < oR
~ 0 ol o~ X N y F o — T — o
o o) = o) o Y B oo J)) .w_ouw_.a ﬁ W B %uqumo; (-
%ea‘.mll_.uuw.i,ﬂl%vﬁ TR R
(Ko s Mﬂrdmuw]o%ﬂafi%ﬂ% &l
< 0 = — ) = " o JvN_,OI‘W/I
O T L 0 = . N < o o -
Wl,lE.mmﬂmﬂm\ﬂlma.{ﬂl.ﬂmiEA,tAwﬂﬂﬂ7Ao_a
N Eﬂ]ﬂ@.ﬂ&&rﬂﬂ%@
9 = N 8N o % By ° e RTINS
v N < o .
ﬂmﬂ_@m%w&?%ﬂwﬁrﬁmuﬁ%ﬂﬂn%%ﬁaﬂﬂ%
SHREN T2 ol <M= B &

al

A

1

iuj
=

b

°

g

mel AAg A

T

o<

| .

al

8

5}
7ol

| -

|

H =

o

T

2 gl

D AFE AHEEH o9l T



ETES

& FFA 8ol Ha TR Aslol JAleH, AFE o 87]7)9] S

”X]'/\]' :Tji_;g‘%‘?’]”i, ')‘F?:}

rr

o)g7]71e] Afole “Axd EZZGEH”

it

A 5 At

off

7F Az Y5771 : 1set, 1box, 1H, 1pack & ‘AAF ZAFTL|(AHA] 8])
. 7Y 95717] @ 1set, 1box, 1, 1pack FE+ A=




AR 8 ARSIz

Al L.

J|

of meh 7]

ojp

o}

olJ

EPAR AR

—_
o

shuol e

L.

o] of

"o]lg 71719 ?
atod 71

&

o] LA

7z

o}
Alyell wheh A

1. B¥o|&7]7]

Alo
&

()
-

31414

o5 7]7]

H=

=
=

o] W37} o

of|

A& 7]

28H 14,

M A L.

E A=

FE7I A TAAR

% 2k .




Al A

@ A AS Y AEe EA wgt kAol uAR o=
71719 A7 71AA kA #AI FEIIE=TFA,, 957719

At R BHF FEANEFA,, (871719 HESE QAo

#3 FE7IETA,, AR Ve, § T tAs 7MY,
=

ol9} F5% Al FA(EC, 1ISO 5)< 7AYo
& Q5o B AP A AR ZACd o AFIE, AETE
2 AEHHEE OS5 wel 7 Ay,

- NR7IES AEAFY FREAAL 7|FEo] He ZIEA Y JEHAE
BEs ZAE, A@ART 2555 T 79 2o dFE e
Agde 2 215 HASA ok Y.

- AEAHREE FAFCE #Ad wet AdAAE FFe] =S T
NEF MEAoZ 71U

- 2ok AFo] Q13 FA(KS, 1SO, ASTM 5)°| AL A% gt a<S
71, g 4 WelA B ARrIES AAEA e
Afoe AT, AR7IE 2 AZEEES 2 ZAZUS

X

Aol gl A% AN HEH 2AARE

& 23877 D FETA ow5r)7 ALdE 8y AAZA
Hrlstelof st RET Zb7be) 98UV EE Hrlsteiol & HE9
At as 22 483U




2. 4%
1) 71AA A
HE NAGE N = ANE
Al Foll ek <&
1 | aA g el Foly dE, ol F¢or A
2 5ol flofof Tt
2 71E 9 AEEEY
A} "l
. 2. 34 8 T2 T eye) mee s, deldAlol A
2 A=A g ARk Aol el + % .
Aglolol glojor @ SE.
=g
A&
1R B se romc B2a Aggul BT
Static Tension AN@stRS o, : . o
3 ] = 10mm/min®] 4179 (tension, pull apart)<
Testing 300N o]&toll A= a0l . L
_ 7bete] Al@ i,
glofof 2ot
. A EE POM-C &5 Aol
. . Aol uhet . . o .
A Dynamic Tension AR o A5k, 37°C+2 9 Hjzo] 2 &,
Testing 3 /\OT o;;:: 6{ o 160-400N 9] 3 7}gt 3 2Hz=E 1 million
CorT e cycles 744 3¢ 7kste] Alg ettt
Aol whet
Aldstsle o, A &%F Cellular Rigid Polyurethane Foam
Cut-through - .
5 Testi Benchmark 52N Block(10pcf)ell A3k 10mm/min . &
e ol sfoll 4 = Tjo] 32 Fete gL AR,
slofoF 2ot
A ZIAA AIFEH ~5¥) 2 sty dEA AAFENSUY. IHER
7+ Az3 AL AAEHE oz Fa) AlEe] EAd uwet zZHA
A7 wETh =R AF ARe FAen AATAARE
5 Q287 g
2) ==-3sh4 54
s ANEAZAS ofel AoF Zol AAe] WA, WA, FEENT,
FE24S ZIARUS &, ol daAzznL BEE 219
AA A e AP 3 2L AH wet AAEE F A
Suth
ABolotEOIAY
AlZolorEOSIR 11!



el

A
do

121+2°C, 1A 7
121+2°C, 1A1%F

121+2°C, 1A1%F

A+

20mé
20mé

20mé

k<
=

)

120c
60cnr

%

ol whe} A

E2E g7 dH e pH

b
o,

To! ol

o
k2

=

=

ZA 10me

= o
Ho I 5o
= ﬂ_OI_/_
G

TE
T o

4.0g
NEERER

—L

=

(

oo A

AAFA B FH

o

0]

0.50mm 3 7}

0.50mn ©]

Jﬁmo
af

Np

Al 7]

pH #o] < 15

5}A]

]

=)
Skofo ¢
< 2.0 ml

H Y BT}
anlgel 2}

1.0

3
=

=5

Hr
e
R

pH

=12
Tu

1) &

o}
w5

g o

250~350nm

=

793}
B




ol et AASAE AU,
el Agde Azgde) Az, AzZAY D F4E

Aeste] Azste Aolle AzoSApe} A=A
AU gl A ZA7 QZEIAY A So=
71 AU T

fru o o
<
N

71 AW &

A=, Alzde dE, Fa

B
of
o
4 f
o 10

N
P

o 2
= B

~

—

oft

~—"

At FESUHAY] B, F4
. 2=9lo] AL . AzE, Az AT, Fih

Az AS  FRHANAAZYE F FZ Ofatel
e Azelz wol MA Az

&
AE 7]A ST

N

e Az F ol A Alxsh= A Az, AT,
E 71A$o
A ZA7F 20 4 ol Y A BT 71A S

BN




off

71 A W&

10903 Hampshire Ave Silver

oo Ao - 1= ABCD Inc,
Spring, MD 20993

Aze] ¢
Az (B, B AT 2

- A2 (PLEARVI, Ao 2T BRE 1283WHA]

S CE R
%)
- Az FE A ¢ Hl=s, ABCD Ltd, 10903 Hampshire Ave
Silver Spring, MD 20993
- A|ZAF : wl=, EFGH Inc, 1301 Clay Street, Suite
1180 Oakland, CA 94512




Aol QJoiH RAARE olm=
F AR O, Zu EE 29

T

]

A
=

o
k9

=

s

=

[ yS=3

AL

)
~A—

[©)

Hal A

[e)
AAZAL} A

ARAEEL 7IEEA

A AR

te
=i}
=

-

71E®A A &
H

Z} 7}

o]

1=)3
=

i

—

»AU
o)
Hlo

il
A

)

o
ﬁ.o
11
T

T

oo

=
i

44 2

7} A7) -
o, 4

2

~

;o.._
)
zel
wir
N
;Oﬁ

)

il

jang

%

—

;OL

e

pze)

U2e)

0

)A

i

°©

& of

[

3

Z}
Al

ZARZI I EEAE

T—

| .

359

571719

9]

=L
=]

7. 9=e) ALAG 5ol B AR

4

Voa)

Gl
o
Jvmo

~

;01_

)

10 wWEY T




& O, 5 78 A2BFAA A5 AA)O Al 23 wel A2ex
A5EHE 757449 FAC wE #

=

EE 5 A [E27] 7I€EA
s A& A= Wele wel AAE § AFYTh

& A9z FARS] 2x)dl wet 7e

i o n3 ARARE
o5 ZEyth

1. olH] F7ke AFF} vl
71E s7F w2 A

, 2dH), AxFF4LE, Axd
D 2AR], 7PHE, AMEEA, e, YAs, A, A4, AME
W 52 Hlask ¥XA] A3E A9 Hlui

3. A&dgd #3 A=m

5) L 23 . 33t
A7) - 71A1H gLl I3 A=
4. A

571719 Aol AEsteiol s, g F o=
A5E2A T AFH BEAHo] FYstoF qrt
WA ToE ARG AW Y AlFe RdH
< = ARE AEstoof ok
g AR A
= A 7171710 %
w2t =4S AA D71 (NCB
Certification Body)°ll A T3 A3 A2 A

1) 4oF o]
2) FAW7171%9) 4

A =(IECEE
CB-Scheme) ]|

National

3) ¥=2AA7]F(KOLAS: Korea Laboratory Accreditation Scheme)
(°lsl “KOLAS”&} gthollA <QIATE o|&7]7] &Eoke] AlAAAL

A o|tERHIA
Ix I
AEQIFZE MM

[



gl A <
1) 3F o =7)7]0l o]

17}

437t 71

Fol 7A€ 7)) 7OECD) 39 el

S

A A

A

—L

;o_._
Njo
Ho

i

1))
B

yoll w2,

=
o

ol BE olabe] A5 (IEC

- AAHAY AA

=
=

olAo] A

5, &

S

o %% AZshelof

AuzA AT

)
)

a}

shitol s

o

=
S

o
=]

—_—
te)

ol

o
o)t

|

o
ﬁo

oo

2 EO7t2 bR A

53|
=

DA

HH,

S

Z3hof o

& 5 Ao

oFx] o] AT ADHAZHAA

Al o
a

D)

tq &

(GLP)°ll ¢Js

#@e7lE

A
GLP A7) #o A &F3 GLP Al gA =

s

]

2) AAEH N L7 F(OECD)S] Bl

HFo.
= 1

|

o

e
fi

o

K
NR




1) 2FA Aol A7 AFAHAZ AN EFT ADdAA

2) FAAZI71eALIIECQ)7E +Fste FAM77ASA =
(IECEE ~ CB-Scheme)°ll  wz} =43 A ¢ 7] H(NCB
National Certification Body) oAl &5 A @A A

3) KOLASOA <QAAT 57|78k AdAAZ|BAA A=
TAIZER A3datA E33 AFAHHA

4) T o877 thate] AAFH/MNE7] T(OECD) 3ol
37 FA AEHo] Hrrd ANFAAME HFAE == A

Bk HIL ARE AYT 57 Bo] ASWo} $ARASE

rolg 7] 71274, (AEFERAA 1) £= o)) FSo]at
o] FAFAJEC S)ol W2, "HAAYHE, o o3 Ty w=A
of EEFus FEAJEZYT S9 71FL ualof o}

7. AAgREA ] BS 2B

7}, AukAlak




AA Pl a5 = AB7)7] B FEFY A5 AEstoiok

s, Ow $ o= syl sidEe AR=EA AT AFH 2dd

o] Tdstdol grt. oiuk, A Al BAH ToE ARG mddi

g AFY Rddro] FLA ¥ A-foles o

£ AlEsteiof 3ot

1) 2 Aol A7 AFHAAZ|BAA TFT A2 A

2) FARAZ7IeALIIEC)7t = Fste AR 717171ASA =(ECEE
CB-Scheme)©ll we} =4 3-21 A 7] H(INCB : National Certification
Body)oll A a3 A4 A A

3) KOLASoA <183 o|m7]7] ok A@AAZIHAA JA-E 7
AFE =z AgeA a3 A A

4) g 2871719 thate] AA L7 FOECD) 3 gl 517}

it
1A
o|\
okt
rlr
_>|i
41

GA AZHo #HrE AIAANZR HIFAHE == HHI) 57}
ARE AT 27| AWl FARYSE AT A2
EE olE 5T AR

v T o= sl sigE o ok sk, Y AlEF mdwo]
stofok gk ok, A A WA FoE AR Rddd sy A
=9 Edno] 3AHA E2 Arole olE dFee ARE A=
stoof s, Az E 7 AH JAY d5os AdEHE A
G £ZEdole Ry Ee= WA, HA, £984, 7 5= =
et ForleS HASE T Ae ARE AEsoof s, ==
oz 3 A &Qlo] dad A =AY ARE AESsho ok




Me, F84

1

=

7)ol A
(e A A A

j LN

A7) 5 =) - 9je] A

file)

R

ol

;OL
;OU
23!

oy
Vo

)

5

2 Al

ST
a=1

SN

=

T

w}

ol &
=0

o

Al

o 4

3T

=
el o

A

1

°©
yal

‘I/\]

A YA A

Foll A A Al

AALe] 7]
Ao H

_Z.__l

]_

S

3 =] of oF

S

shitol

S

1

o] of

-

doh ohe, A A

shodof

]

Q

Ho

)
Hin

—

o

=
o

of 3 Ako] A QT A

Al o
&l
o

D)

= - 9o ARABAA A

A7/ 5

T
L=

o

I WEEIBe] AFAA A

~

;0_._
._OU
B

o

|
B

I

el

h

)

%

+

o

oo




g
o

wK

Np

1}. 7]

A2

~

;OL
ol

)

2o o

v o] w}
NS IS

% A9
o

st}

Al w

2

(o) T
T =

)

f

gEs a2 A,

3]

Shtol]

-

0e % o

T

sk ok, Ak A

shodof

A8E A

T
T

A3t

2 - 9o HES] T

5

AT7]

g
B

Tor

TR

H

plo

A e, Fa4m],

J)

o

&}ol|

A Ao FHHAE A 2H

=
T

o) A

)

L
fi

oo

K
Np

11. 7]

AEE 3L (o AA|, o

g A= ojjs)

9|

felat

Ly

g, ¥71, A2

B)ol welt WEsA 714" A

A, oA gt

2




Hojop @k whek, 1, 25F AE7171¢ AolE AHT AFH
558 AT YANH B AR(=E, BW 5B AL 5
s

1) AefHAel AT YHANBA RN NEH AR

2) AFAREA I WELS A AN B A

240 A
47 mA)ol 25}

1 Tel8 77 AAAE B r|E, (/\]VJIQ_F%_

of ANF FoE BHEE AR

3) 3T =717l thste] AP L7 FHOECD) L= 37}
A AEE] BrhE AP B AREA T FF E=E
J77F 87 AFE YT TF71A0] AEwLol SASAEE
FAF AR Ex ol FTT AR

4) 3= -8-2Q1 (Science Citation Index)ll SA1E HE3H3] A 9

AAE A5
G bRl sigsts ARE thee] A TPl Itk
1) A
YIAGIH e el AFS Zs ok Bt

AERET 1 A

&
NNE AgFE A 2 g

Jo




°©
yal

1)

= o of

3L
s ol

=i
=
OL o]

.
[

kel

3 A

el BFrE
o o

=
¢}

4

ol WE AYE 4, A Ak,

A Ry

LIl
W) 712 a9

o

T

1 L_
=l 1 ow N T M roi
T K ErEe R ﬂ N
—_ —
e ) o = ol M X e g %
J“ TS L “ Jl V ~ N on_o =
X_l file) I S OL N __01_ E.__l ﬂ.Al ~
o Njo ‘Dl ~ = _ nH ™ it T
TR B T = B =
A w ; B
X g hd P N B ¢ B
oln = ~o I ~ —
i mEP TRy w3 %Wﬂ
Al z . & W I SR
g o_H o © N,mo OT 1~_/l &o % oﬁ __ui ]_,_AM
o N 9 o I = = B 2
woooN F = I 5 A o B
W oy o X o W
o) %ﬂ%ﬁo ﬂ%% R ﬂ.xuﬁor.ﬂ.
X <0 J)J ok B =y 0 o ow o o
e Ly ~ N > _%ﬂ R W T
.mln v oy W T oo M ) qmm T = wm
<0 = 5 X g m_v ) o Mo o [
g ol 5 g ET s W A
Y oo 0 o) o T B o) il =
=~ N " _ o of D o F e ok m_mﬂ%ﬂl
e Iy N e r < N —
= o Ho W " T o A+ =
T X < “ - do J|
o B o Mo Moo O - I N <L i
° Eemw ez da KOw ML
& DI _ T o odo W K
T o s T X W

AR Slolekl, &

#7141

23L& Teg7)7]

PA] ke

K<)

-

HEAEY

Z




"o 5717] ST AL Bl A 1, [EET]
<TledA FEAE A A5 HH>
4- [ 4- | 4- [ 4 [ 4- ] 4 | 4-
MERE RN N N R R
3
% % o
= x N - 2 | &
Eld|3| x|zl |u|S|2|al|F
=] =) =} (bl = (=] a| b =]} ol /\|’
Sls|lad || M Is S5 |a 2| 8|2
414z d I s | @ A | &
u = =3
u 3 =
= 5|
TN
s=molo|lo|x|x|x|x|ololololo|o]o
ALCHE A
2L =8
‘sla’ e dtlo|x|olx|x|x|olololo|x]|olo
x| e %
=S| O #H A
)X UlO|x|x[x|x|x|olo|o|O|&|0]|0O
TR
2|0 GE| O X | X [ X[ X | X|X|O|x|Xx|[x]X]X
-
) INE
2R 0| o x| x| x| x| x|o]x|x|x]|x]|x]|x
e
E o A= N
2o O X | XX | X| x| x|[x|x|x|&|o|o
Cie 2
3.SSHE | O X | X | X | X | X | X | X | x| x|x]|x]x
O : H=05t00F ol X2, x : HHE=sE XNZ2, A : JHH MB0 2t =HEHSIHOoF ot Rt 2
=1) Jl GIJtE ME0 BHE ASEX S AMES Al2cts B0 22
WEE SI=0{Z AHES Ze| 2o DEXE 012610 MBS oIS B2
z0) NE29 U MNEuH0| 9o ONANSEA 00| Hes RN UGBS
AHES HROIL} = BEOIH AEots Z2)
o) LREAHE(3]
o A29x2(FHEAES] 84)d e} 7EEA & AAR Bt HEFSE
slok & ARE e gyt
AIEOIFEOHMA]
NEO=rTary



1. olu] &7}

o ¥A AL Mo mluxE o|gste] 7] s7kd AlFel Ae|rt

o
=]

o}

o

H

-

bo
Ho

K

.1

a u E O mOO0 = ] m
g
)
m _ I 1 - B
0 s = 1517 1 |3 5
o o o
UOJIUME ) FUET c g | wER |w
—~ __of < c @ 20 =
Hio g <00 Kl o1 50404 S g = ||ﬂ 2
3 5 2 ‘ed R S T 5 |K TRS |
o - ~ —_— <Q &) S - - —
= “13lg = J=R3.] B | T © olgrn ol |
X 218|5 A Su W T (2R £ | R0 |
< " S S0 T | K
<l 2 % 0K ™ ol = %NWN Sio | oot =
@) il T RO 5 o g00° _u_.EM L
o IF{FAIR) < |1 8! D =] 2ol A
ujo<r AR < M 58 |w we |
Hi Klo — __mou_ Kl ol_mo%ﬂ 5 m R 207 <
m |HZ| || 8|8 Tews. BoIT | |2 % 5% aEl R
=< 2 0 > K
N I e S| = Jz~a1] & | e & olrrn zl
5| ° | & T Bl L= g,
) a = | N B L S ST | BmMeri |op
N K L olR ™ o = &NDY S0 oot (2
K| T RONKIS E S 005 g < .
o IH<kAR) < |1 3! =] 2wl =Ty
—~ | &
= B0 | <4 B
Hr | 1 of i " T Fal
mwo m._\ \m.m M_um of) = 10
E B | < N o = 7l o0
— W | S 3 Kr < <
sl 2
A 1o
0
7 o oo 0 ~ © o o -

At 2ol T5FS FUFAE.

o7

)
B

104

14

2012




o m
T
G T o
© Mm um @uﬁ WM o )
. o 9 ,
ok & N A Y o B _
W > W o 3 o o R " T 0
WS i) S < o g
g T '~ 5 i~
= X oL ~ i rode O B
N b = R T M g B i
L # G %mahx 727 B o< l
X o) W ~ B [ © X K = o
BN E W L o g w ® o
T M op bR T o v S %
M " =3 £ E plo Ho o =) o mm - e KR - T
T on T X P B o oy ) B =~ ¥
oz % 5 op oom Tk TGS N 2 X X I
™ = q - W < = S = <o Hlo
! d.l ~ ke nH 3 o0 ~ A]ﬁ )
Jo 2 e o w < & a ~ B ©° ~ o T T
bz ” © sV T ~ s ~ 2
v&l ,Ll,._ ‘HO ) ) ﬂ_Tﬂ Xﬂi 3 ;OU Z_ﬂ_ ]Tu M % wﬁ EL 2”
MM NIRRT ;ﬂa oF = § U o < Eﬂ T X mﬂ & < T "
UA| CO — ﬂ dl ! - o) .
g 5B R gD + B B w
)l _.E ze] oT_ _.E N o) —~ X o T 0 o ~— H,._ s o)
3 %9 : ) = T
© e ol i SIRE B as -
o_w Eu . Hin NI o5 S PAE < /o w MM = He =
T K ol E"_ o_a o) o ‘ol _Mw/ < < = 3 W ~ -
X = B ~ - 3 N H —_ W n o N 0 X T
T o T B o & Mgayaﬁ_ ) o M W
Hn bo 7 < W K o) (g N = K ar = oo @.u o 2 Y - 2
" ® N T o S o, E R IR e 5 Mo A -
K O T o) _ o ~ 1‘” ol o —x En_ N
=N oy © P X~ %O Np To e EI TS = ﬂl X o . o< -~ '~ J)J
ook b g T b 5 N T L RS 43w <oy H
ﬂzommmﬂ X ﬂnﬂmﬂlﬂ ﬁAAW%Wo ¢ g
- _— i
< ﬂAJu o — J_Am Nro M ~ > M ny hin o5 M J) 5 ol H_A.L ﬂ_Al o
W 7.x1va ~ H X o 2 D ® B
« ™ = o 2 D N TN K AL B o ol B
<t < :._0 _.E T ‘_uf_mﬁ EL 3 an/ R ZM__ = X ;o._ a_._ ~
CICS %mﬂﬁﬁygaﬂl W M R
W = - e K o ) X =
< o E - T = = ok
105 o R Am H_. ! % ]
_ % = & D
o o




"7l 3 S REAY, BE Fug, REAYEIHL T V)E
gt AR Ao A= =
ax, NN, NG T& 23 A8 gy
7. A} el #dk A=

Aol AR g5r17]e] A Bl B3 FETIET AU o9t T
oldel ZIFTMAEC )l 2sted A AF(EES F5E 7Fe] U=
57171l st F7t2 AN Alde 2o BA I AP, AEU,
NEzA, NEX, AQAT, AL, AEAAA 55 23 =57} D

U,

8. Aol B3 A=
- Fol Al sl B3 AlErA R AAE AdAET) sigEuT.
- S AN O A T AsAEe AAIRE ARVIE B T AR 3R

A57} EFE |0k Ttk

9. &2]-3she Aol A3t A=
1) AFE T8k ZE FEFY 7 AR o A5t siggyTh

7k AAEI} ASTM 5 Apdgo] A4 F40] sidshs 45

- YA} SiE Al Asee SHce A=

-l Al agEE S 48 SHEE A=
L. AABTE AefA o] AT A HFEHA Be T

- s FAEEE 2 2 el diY SHA

- 2t AA RS SEA R} b #AF AR

- ARV ASEA e A 2y 577 JIBAEEAE AAE,

B4, WA, 240 Sol B A=

1 Ty

10. QFA Aol #3k 2m

- 7HEESAY B ATV|HENDS FE AlEF ARV, A rEde
a

WK Almw=A, TolmT7] AN E TIEs (AFFAAA LAl

AZOAETA
I I
Aol EOMT



et Al A57t sigEuo.

g Alzsd 2 FEARYNE B O
(ISO13485, EU MDD 93/42/EEC Annex II &
B A 28 oA AlFH AFHdAAQA AL AA

1. 719 EE 2 2 ARl B Aw

S alE AEl el Aol E82 F 4 AEES AEe] 719, B, A
AT FAAH wet ANAG Ao} AP, o] AFo] =G
ook gk,

1) gl o=717]el dg Ade] Ewe = F UAES
]_

BEsA 71A-

2
2
r O
i
1:0[1
off
1:011
oo
it
Y
ofo
o
rlr
-
e,
o
s
H
=
o
N
o\

Eo]algte] el d, 71E

I
Lo

N,
N
=
=
2
o

13. =2 ALEE3Z T #3 A=
G 5717] FEAFA Ui AA ES F F AES 74 F7Fe ALE
3ol B3 A7




ol

ke

%9 A

=

o}

T

T

A ol

EE

3]

<
=4

F A S

9
pal

s

|

A ol

A4

ot

/(6] ,

- Rzl A AR A

- Az 7}

Fa

Tk

3

A

-
st

2) ANEAAL o dAH, o

<

7t solA ek A o)A W

of o

e
=3

Ax

3]
=

4) A

—_—

0

—

NI
J|

32 Al o

3]
=]

ool theh A4 Akt

71&e] WHA,

-

;1(:]_‘:'

) —

)

BH, A

1

9
pil

=
AL

2

ANAs

=
=

3

<
=

747
1) “A @A 87

=
- T

11) A& o

=l

@_

i

=

=

3fj oF

S

=
=

sl 714

A7k g A

3

©
=]

Aol o

-

L —
) .

3 A

=
243

0
pil

d SHARE 7 AlEste] ok

=

=

ERE
o] 71A)% 2
A A

g

T

T

=]
o

/\] k3
A}
b g RIE 7] A = o] oF

0]
yil

)

T

T

SEEEL I
4 “A@Ae] ATAZ"



s, g AR BN FHE 270

g3t 8 A AFAI AR
P EA I ABE A EdFoJof T},




W2 187

o}

B 7 AT BEAZT] 7]
TEL : 043)719-4007 FAX : 043)719-4000
http:/ /www.mfds.go.kr/medicaldevice

=
[
2717 & AR

AlZo|orZormT |
O




