=2 - O T =

OtLH A -0858-03 HCELE

OIZII71 OIAARY B3 JH0ISRte

(2IAQ1 OHHA)

2020. 12.

LT LT
LS| SE A
inistry of Food and Drug Safety



KEM - 2HHM Hl - S 38

FES) O|27|7| O|AALH B3 7}0|SEtQl (RIRQI QFLYA)
ol2foi SHTHEt= ALStO| M|ABIO] 3A|7| HERL|CEH
O 0|0] SE& XEA - OHA & EY - SAFS L& O of
K& A - QYA T A& LT Ot =
= A7 HEo0| of2tn BStAl AL 7|EO| X|AA - CHiMO| JHHES M
O2 IBBIA|7| HIELICE 0= 2318lD 5 K|EA - QHL{MO| K HO|
LWQst AL 1 AFSE ofafo 7|Xis FA|7| HFRLICH
(AFS )
BEECEEER RS ol
S AKX Al - &H o] L{2S Tk mME =
SErfA Ligst Z4QL|7p?
GR | cest AMS flelMoz Yels 2o LIgALPR 0 o
ofL| 2
OIS XA H Ctsl= LHeolL k2
O L3| X|A| - HRHo| sigsts UL olL|e
Q XS Cha BOSIHLE Mgsts LI L7}
O 9= Axe oISl AL HEsts L7t 9 ofLje
O Al MY 0SS Qo) Ma we WNAXS 47 &A O o
Ma|st X2 QL ¥ OfL2
= A7| AfSHZ Of= BILIRIE Off0f| SITHTl= Z0H| XK - O S2 CHAO| Ot
XA - QUM R - 1Y BAIE HMEBIA TR QBLCH
O] SMALRO| EQS 7[817| 9Bl0] LiEMo= SHMALRO| HE [ Of(=XIEA)
~ = Sl= | a1 2
olol=o| olSIE =7 9|8 H2i L S XIS ofy
=] ] :I_;EE,:'_Ll |OEE-| DuO(LDTlol' 1 f; —,I_ Oo-jﬁ;gemjiol O:"(uETC&H_HA‘I)
1 sl S8 QiR et WaplEe) tefsel 9BE © ) o
7|aths HALIR (TIA0IL)
O A9 HES Astsio] M2 FRE AlM . Z3psi7{Lt O of
7|Et &tol 0QIole L&dts LI8O| YSLINR? ofL| 2
At = A7| Z2o| ‘of2tn ShefAl AL AQHE UEF LIRS ARSIA|D X|EA -
OHLIA W[ - 74 HXIZ FISHSIA|7| HEZLICH
S|

2020 4 12 & 29 ¢

chekx} =88
g QAEREME 482




Of CtHiM= 2[=7|7] oAt el B0 Cisto] 7] A 2EotALt

AlOkK

— 1

—_—

o ¢

o)
mjo
N
>
o
!
IO
r
fal

= 2HiME Moz BAN s 7= Ao| OlILEZ =29 7=
YA(~SIOOF oY S)0= =7t HZEH SESHA|17| BIELICE ot
=

2 OHYM= 2020 128 29¢

rOl-

21 SRfo] DS - 7S MM 9 REE S
Eff2 BYEIMODR O HA NN HR LI X ARl Az Sof

o

e 22| M8E o Uss EHEELL

X = QHAAO] Clieh 2|H0|LE EoAf0] R B MEeETHN 2lz7|7(ehd=
O|=7|7| 27 "7 tol| E2[5kA|7| HEELCY,
MatH: 043-719-5007

WAHD: 043-719-5000



M08 OIEM

o|27|7| olAtAbe E3 sto|=atel (alglel ohfA])

A - 7H

[t

=3

ol

el el Xt

0

LY A1-0858-01

.

2018. 4. 18

o|z 7|7 ol+t

At 230 Jlol =2}l

(2l el e M)HH

el A-0858-02

—
rojz27|7| &

2020. 10. 8 Zt2|of| 25t

—

‘ol 77| MXoll & I MALEE HEC

Atg 5 oty MyE
]

T, A &
o

OhLi A1-0858-03

2020. 12. 29| Te| 27|71 Al 7=, JH A ALE dHhY




[. & 7_(;] ..................................................................... 1
II. lﬂz_—}%ﬂ ................................................................. 1
I, _g_o-]g] ;gg] ......................................................... 1
V. g]_g_7]7] o].;@_xé ng_ E&aﬂ]ﬂ] ....................... 3
V. 23 A AR @D 223 B e, 4
VI. o])g-/\].a:]] B :,11-3,__ 1;.; oq]/\] ............................. 6
VIL o)Ak Rawg f 34 5 2A-EA - 1
VII. q_]_-q]g__ %7(] J_ZO_ ................................................... 26
[£9 1] 48717 ol dAel BIA 5 A GA] oo 27
[29) 2] 927]7] o)A B A DYGF e 31
[E 3] S87]7] O] A SHIFT| T eeeeereererernesesinnncnenn, 33
[E_%] 4] 9]3_7]7] 0]}8‘/\]-\‘15]] Zl—]ii:]__ xF _"T_’.E.;Q ................... 37
[E_%] 5] o8 7])7] AR AR XX HFH e 47

[%%] 6] 9]%_7]7] o]}g-}\"l_gﬂijl ?—:]_%E_.—Jl /\1}3_} ................. 49



o]27]7] oAkl wa 7jol=atel

Ol=J1J1 Ol&AHl Y11 JI0I=Ci2! (T2 2HHA)

I. 5 3

O

:

QO 957|719 AFEY THEste] WAYSE o] AL
T, B g 229 4
78] g
I. 34 <A
7L Q87171 AB1R(FAE #a)

. 27171 AR elsh AR o2t fn) A51R(FAE Bl )
o Aok A fol8r]7) BAE 5 R4 AR Bed B A4

(e18} “ A} BTy

O “SHAN AR'Y H7HAF WAL AN 987179 4HA 8
FEAT BAH ARG BT PG BAANES 2P

B 57|79 HF A Al Tl Yol EAy3E
F2Lg WAoo S E = AHdE Uik

O “H{2Z-8(Side Effect)” o]t -‘?—4% AR = AR 9
ALgo 2 Qlef A EtA 2

= A
Wi S WA, SIS e AR A5HE THa,

L
o?:
%
P2
lo



o2717] oPgAtel B3 Ffol=ztel
Q “ol A8 (Adverse Event)’ & F2+8 F vlE2Astx] &2 A&
ZatH, g 57719t HiEA] JAFAAAE 7o sk A2 oft

O “FUe o]/FAlE|(Serious Adverse Event)’& oAt & T
ZF o] o styo] sdet= AFE LRI

rr o oo
o
o 4o by

O “og3stA| X7 oA ol 577 Vb RISRAY At

At vlalste] fiel A S (severity), SolARY B= 1 A3 Bl ZHel7t
AE OIFAEE T
Q "o A BEIT"H 5|7 oPIAMEE A EAl ZT, 98577

BA ZE, PHLL FEE TR TEad 2 DH

O "AEAANAFAY RIS WY AT O 4 59 ofn

shpell sigsks A=A of Wl wet ke WAY AuE I A,

olm, o ME ABAH AU D TR, o ME FEYY
NiAE Bk

1) JE/)7] AZYA, 2 B SUYA, ) BI1Y) FE,

4) |87)7] Bugal,  5) 877 JhdA



o)27]7]

O[/JAH Bl 7to]

cetel

V. 9J87]7] A AR AAA
Q oE7I7IHTAR= Y577 AR T AP e AZsE F3kgo] HHAY
S BT Se7} AL AXT AP olF AokHAel B
« QIR I|7F F A= WX M1E MA, AH[K= WX M2&5 MAezZ B0
37 b=
O FHB N IHARAE BaF oA Y FR- BN © IS
N ABAEE ATHE, 1 EA B AE AopH(o)wslvlA
H7hahyol|l Bl
« O|RJ|7|2 QIS O|MAIHEMN At L= Moo /S F= 4F SAl E
> Y2 = 3T =1
Q A= H7} Ay ugt kHAd AR A, 35, Az-dugF
A 5 2
S| SIXHAHIX EE
BN S JEy BY > féga a1
s=0|27|7|
( ..................................... ; .. ............ . ﬂﬂggﬂ
‘II i ol i 6 / | \
sl 9|ZI17| HIE - 42
. olHIol HE g 2ol
- ~ ATII| HE - S AKX} 3
S <\ Q,' ﬂ 0|2 717] 2], 2H TN A} \ gug Eggg—s-s&%n
ez 1] || G NEHES| [CompiHE - S22l
Y RS P A . 22| o s s
oIEIII| AIg EE B I @2 s #eH K 2
gl = B ENE -/
l Y ne3g |
oAZ717| HIE - 2 =T J
OFEE K| AloH < (AN . ............. >
$ ' > Alzo|otz Obxi 1
l ﬂ‘@ixl 'AE‘",OH ........... II.I_}E- Iltg-g \
ESVERn| R i
‘l' SHEX | | NSSUTHIRA™S
EXZD 21 i g?mgggxf??
\ / \ //17 OFM XA =
27 |
EXIZ1 2Ol
OFEX| OALAIOH
M= #WHHE




o]27]7] oAkl wa 7jol=atel

V. 38 i AR 9 3

& B3 opge Fufel s7h-A% #AY And 9571718 Eos 8, B
AL #9817 AFATE AR AHE ANROE §

T3 A R
QO FTHiT o’dAH

Q dAis

-1

A 23 ol Ael

1

O T ol gAEIZE TASHA = oy AL A5 s o4

AeE 20 5 de A



o]27]7] oAkl wa 7jol=atel

THYH

gr7] Az - £49A 5
T = 3 (@A)
cAZ2Y FAAGA2F @YY 2 24)d GE AR 53
C) D74 20t 20 ME ZAL D= FIE @R ZAL SEUE(ER S) S
o} o} 3 = 2=
3]]9/] X{)]E. OH :FILXﬂ %‘/] o %/\0 Xo—];]— T@
@ FDA, MHRA, CFDA, PMDA S
¢ QA FA A 5 SNS 2uE el BE g 5
TV, A&, #FE, HolAS, 213, ¢AIAEIOH S
c AzY FRARGA2WEIEY 2 ) T2 AR £
o _]7_I-|l S0 H A2 XA |:|:|H 7 |: I:II-':' A §||-A|:|ELE_L.I_;_E_ 5 =
‘:—I:|LLH X(-)]E. - = -+, : I', | I' |' EE ( N )
- JAE HE T AE 2 SNS BYEH o2 HJB F3
TV, M2 |RFE HolAa8 £=27, CAAEIOH &
O Y=E7|&# MAEAA &
T T3 G )
o RIS AF AR A DA o) m7)7]e) o] dAbel Ei
2 YR ol¢AtE HAY o] A EHE AtEE T
BIXI Mz, stEdE(=E 8), MNBIIE & FCHM, 227|7] AFE B
EX3 pHHE MEe ZE HE S
O #A(2HA EF) F
- & T3 BH @A)
o YR7|HANA O R5II7IE AHEFE Y5 H HAHolv 7MY
ol el o577 AFE Al TAZE o)A e o] AL
S 4R o .
Aol HE = AHHE T3
FZo|2, Fekd 2 oj=27|2k ZIZ, 2|Z27|7|E o83 AlE £ o|akE &




o]27]7] oAkl wa 7jol=atel

o FAtE Hi & Bl oA

O JE/NATAE olPANE AAD IRE A DA ‘9w
717) olgAkdl BIAYE Aol A AZsord
« O|MAIE 2l=0llM ZHlsh O &AL S EZetstnd, QlmpatA| 7} 2telEl Z<of gt

YR 23

==

T & B 7|3k
© Aol Auel A¥e Fr pagg 74 oM B
s Ao (0] @ aMst gs 2= =1
= A 2E 82 o|ufofl FIt2 HDs{okEh
@ YY == dY7I7re] AAo] HQ3k A9
@ p:]j ] “1:5_‘7]‘_"0‘01'74]4' a1 ﬁi 7]0 . 150] O]LH _Hi__]_
A5l zHok= A5

e Foid AR me O-@d sTsA o (Lpfg? ZL?Lii'w St six]
7] opgAtEA OlEAH e olaRl)

2AepA o] H1E o)z mre wy = ° 30€ oW X

. SlTAHEe EIs ARoe MEkst
Z]/\]?ﬂ- 75—)]’?‘ 17‘(] /\]__3]_ (9-|_|_ Al EL 4 20 =

- Aot e ¥ FE FAES 2R A

T off Al
P80 7HRI8RE2EY|E MBSOl 2AE Moz Q% LEBYeR ALY
1 | ofglen, gHl 207|5 =QIZ21 WRHELD SHE J8 ¢F T ¢ 7Y

- .
53087} ol

o|ZEEo|HAIASISIAIE S MR HAFZD ‘2T 813(No ResultyOl2ts @&

HA O
2 | HAIRIZE BAIZIRSD, CHHEH|IE S0t BAE TS0} of SAIZE AAZE X[HE.
SiE SHAt7E AtYSHR L, JQl0| HARK| AL HALA=X= 2HRAEX] EF
HSAHOIMHQAFFTUEE Mg = 2= 222 55 & + SRS 712 gy
3 | 18E =8F dE7F 2 HEO| Us dHz AT=EI|E AESIZD 0| 2+




2fel

0l2717] olAAte] KL 7ol

B 0 M %0 oo N =) B0 = an [ ol 0[J oF
10 x_r__ ol mm Kk ®; kr <k o w_m ._IoL = 3 ol ol oF
s B |To T - T e O e I W e
I 4 | p¥ |KFEg x Mo X 3 < 8 Bu
S LU I ~0 sgr (AN E o |RUKM % L 3 @
m S muo =0 pll m I S, KO T & ol B3 A = 0) 0 W olﬂ ol
N K o = —_ Pari _ = - or -
Ao g %0 T - 22 1HEd m |9 Ew o L
T N Ll BN KT 3 mUH o0 il m3 8 0 S ol |1 N " % ol
TR KR o2 Sgwwm| < | |Kao N T ok
ok LT < | HO <0 S 7 un &0 < K| o 4 z =
L R p: SO N N - R S P TR °l X R
s doxiaw o o O L ue | o ol =
=2 82 ol &y | <o <7 fo S wT__ 8o m_w L] 510 I du 20|90 M = z D
e H K oF > [e) an K s o AL [ | — K
N kg I (! & K = T = 0| LS
W._ Kl = ol W E;: oF & © _m“ M_ %m_ < m”__u g_mo o i _M_ © T m M=
_ 82 R kS ar < Fr = | W2 |k ol =0 oo
ol W Ry o F | Su kEpHZ e gl - § = o
oz uXae ®iEe (gi e ® B e ZR® F oo - ow
<, |Rz | 3ok o o |2 %_.TNmL_No m__.umuA m_ouﬂMa S R T
< @ - mo._.ﬁ =) m_._m_ e am O il ma o w__Am S W Hr © = or _& = J_wo ._m
—_ J— V] IS - X —_ 0 -
B Banzz o | e g¥ Des dgnE fLdem K oM %
e A RO kg fdg=ED S| B S (o S
o] <" A = SR Rlsr 210 | o | g 4z 2 o B <l o
e - e T L ® S BlopRlAT R (w2 g om
ofu KIr & ofu W lH 31 _m.|o. <r ol L D = | of @ m | N Ho RO w = I
[s) %0 = o = oY - K 7l ol [ = 5 o N K ~ H
0 N H i =~ T LR qu o | =< om el A= Lr___o O TR ou 90
o Ja X ] s o 1 | 80 4130 | ol 7 g & S oy * A_ﬂ ol N <
< = T |N T N T]=7 K] oo T | Ko = o o |z 0 |50 S| K| T ~i - ~ =
Ko gy 20| 40 < o ud Tl | oy ol Im mRN RIS T s [N
i oH r <n 2N =1 10 Kk < = AN | [ H KT d

RE . B0 o = 2" K| o &S BE o o R A LD TR
= R0 | = 9O = | 2 OF o = T gl | o od & ™ K0 ol < S W oMo O

15 [~ S A_”_ Q_O :_O R0) _A_.O D._A - _A_.O = | 0 ng - = A_I ok A_l el R
DS 'S o | R o J o | ol . RJ|RL U |20 o iy A 5 R0 OE U

fo |70 = 81 | X o M_wr Khm | T |k mol X | F o RoR (Woprr| 2 om0 X
ik RESIEE Bl TR WS RR0 RN 0T |ma K| 0D LRy ool i
ol <K |RUTH Of |© 10 = N o ol = 5 /X
F M7 R S <0
< " © oy _ﬂ_m — o o < 0 © |~| 1 o [ o S~ Ut &
\ w O © @ ® ©



Ao, &

S A
k)

o Al
20

Nges &2 2L =25 X2 25ty ofX|
dOLS AL

2ol
AL

> ©

1T

AL K|S EfOrmbEtD|E 7t & 5XQF ChEA

Z
O

b

—

o] &7}
_E_D

o/

<1

A

X7 2 MRI

ot

k=1

A

Kir
ol
oK
[=[0]

ol

Kir
00

—_

od

53
<
]

=1

5] B

0l2717] olAAte] KL 7ol

o Al

olo
83
{0
ol
or
o

ol
fo-

IS

!

e
Qo
o

apgol et

-

ol
100
X0
ual

xd

_I

A

A
=

N

ol

IS

b s oA

|Afe] ZIEX %2 s

o

EIX| B3)
]

}O|
sttt

[s)

A
Al
of A

k<t
k= Ol&MA A7}

U2 AL OfF Ll0| =HRIL|Yen, EfOto
(o]

el

AEZ A2 A512A1E i

1

k]
pil

StA2Lr B

=
<)

ZIM&EeE a2fsio] Mo
[=R]

xtel
NES

=

=

5
LX}

—

=

z

g7 o9

.
o

=2
=)

At
1 20M Et=

=

= OHX[A EfieH, o=
=

old
A8 x2tol

A

A
=

A
e
ot

L

AC|OF2 0| M= 7|

HAFL
=7| Al

0
ofl

IH

- 718k S

IH




o]27]7] oAkl wa 7jol=atel

UA2LL Al 02 2 A=R0 8348

Xz 5 olgetd S =5t 2S5 US.

= a
S MEZntel QIpetA7h =HASIX|= oLt QluttA flgez iKY = Ys

S A8 A MEAlE T FA
= YAl SEAEEZ EYRCH, A[LH

—

42 & MZHMo= A|2S O
CEHABAHNES £ECHAOL, 22 M =Ot X2, B, 2H2 A0
s |®om BARUBLUAE DHAEY, BRSONE oD, WHKOILE BHOIY
g0f, Yol YeISHX| YoLt o=7|7|ote] ANTAS HXT & 8S
. | 2BRYE oNw BAL me mus, He0| YR 2o, YW, 283, 7|9
2, NS, AIHALY, U5 5 ATRY B3 =Y
HOIX427|S ABSHE SIATH HE Z0| 0|40 UCkD 7 ORI} At
7 |Ele mES am| s HOX WOIg HFS YD ME F M2 o|X

—
—
U TARML, "SE Ao SEo| Mg

# 7|EH Briet Mol HYsE ARIGRE 2E OlMARIE olo|sk| ot
O BTHSF O HollE SHEIEIX| SEOL OIAISIR| R3 O AMAR
@ 7t o|atAl LY seh Z3 51

o,

DS T 2 ok, SlSHEE o Bt
Sofl xfol7} UL SolAkgol U= OIALR

=

- 9= AFe IE § ZXARY

S of Al
23 AN O00Ar ASHHEX|S| 79717 & WE A B2z 7I2rE
1 E30| Y HMES SLHO ZL|E(Central Control MonitonZ MEE|l&= HET}
f8gg 7tsdol AN 25 =X

FDAO|A OOOAN HEEARE(JZZE) SREUSUF X=0| AL Al 2t
= FFZI0 ot =X=2 siY MF ofAetite B
Zadttts HAAMYS ZEEY 0|0 L of4atAt Bl o|=Qls Yoz




o]27]7] oAkl wa 7jol=atel

@ A= 9 FY4AD
- 2339 957719 ARe3 FHsle HJ3] MAE BEFo=E 577 AFA
D AR A FIAY T& LEok e AS, AT J57]17] AR,
%Xd*é AR ARUE, A}%XM HE =x 5& 2333 HES
FIIE HAFE
» Bl Ee st A2, Mak Jts

2 (4501) OJAHIE €Al B A% EA 13 Ao wk kA F

= Y EB7171HFAAA E;

34 (ﬁi?‘} EE &HIA) o]3AHE 4 % < WX 23 AAd u
Aok =& 987|7] HFANA 4 31

_10_



o]27]7] oAkl wa 7jol=atel

ol g Badhd 2 34 5 XA

1 AAxd F7E T3 Ragd
@ A FeferEedA ¢57)7] ;ﬂ;(]"?_%%L:ll(http://emed.mfds.go.kr)" e
@ IWIR] 5 2IRIsi gt vkl 9}{— Eﬂlﬂ‘ —>’OI*WE%1EL

S|=Z17] HMARIHET

eraE D FIEF= Alekpkde) {5'&"# “2l=7|7] Al E

LIV RE INMTHER
vaus QR as Meme QD susy  @EE - sccou GEED - wvves @R - oces QDD
flapay (P | o e i s =
- ¥ woemma aman ome v ©
Tz
L) -
ZOTA-0T W wEEdVEWwER @ e ScanER

>,
=
o
W

@ ‘o)A B A
= olakAls] =53 Hiorms > SIS S > DA E D > oAbl

Fioi=
as | =
=t oiasatzarol = e ——

=

— o S

oo SRS W Ee
| ALapE —

Seel= I E=a srpei= |
= EEE— s (== Bl ===—ao=sies | ]

e

& s |
> FETAT NS ST = 4
=
ool === + o il S(25E T[0T O o S =

= puios === -
=t = = oEie | =moe | SEwi | ESel | sivhel=s | mees =) e Staizis [=

_11_



o]27]7] oAkl wa 7jol=atel

=
@ HiFF, H
B |

+| AmIpE T

[ IV

== Ajuje

= EEAARmSETY
I

o
-5

5
-8

1111 ;

TEHIEE ~

» oAl R

S =27 IF S~

| s=smisEss

TR

! ¥ Fjaied .

Of &baferd X3 o :

(ol B 2T M=)

v BjET|FE

| ommae. arpEE -

B
O G AHele] B} ‘ol gAte]l B A QiR FA'AA A
O

Ae Bisks A9 ‘HERY, ojd BRIy U2 BRaud A9 ‘FUiR,

ol Hifgel thell HF £423% 5= sl Hud A9 HFH AdH

g oAt FulelA WA A FUE sjelolA B
(BT T NSk, TAA SRR AP A
¥ ZEAES A Al 2 IUIE 7|ELE B

3

T

A5 a9

_12_




o]27]7] oAkl wa 7jol=atel

] 2azx 93
O ‘“ABE/NNFAFA =& AEINNAFA & F AFHe A
O B3z JR

<9 B7|7I|HFA>

O Ry 7]#9 : Az F4
O A% : oA E Harst
O AT : o] FAtElE Hast= © Zah- e

O E-mail : o] AE S RusteE 992 AAH F4 7)A)

< B771AFA 2>

By 7199 A4 A
A ol dAbEl Rz e AET
AZPAS . o] G HaA &
E-mail : o]’dAld] Buzt £= A

OO OO0 O

% HOX HEol Mye AUI|A
(] 98717 AR

O F&H : g AFY F5H 7|A
o) AgZAJNET T

O xdw : g AFY 7t =dwg 7]A)
o)) MFDS-001

o) B04050.02, 45 F
O S7IHE : sl AFS AlefA FH7PHE 7 A

o) 43 00-000%

¥ O|AAN 21 Al 371G I} Cl2 22 3{7iHs €z 21
O AZxHZ(Lot WD) : 3T A|FS] ZEHI(lot No.) == Al2]DH S (serial No.) 714

- AZME (Lot HE)ol tigh ARV} gl H$ ‘&d B/VE 7|A
O IJAME/ A=z (T A9 : slE 5717l Ax =e TYste A 714

¥ 9|27|7] MEE MEQ| 2t ZAEIASl FAIZ|M Y YEMHEAM £E oI |7

M =X 2 ghhttp://www.mfds.go.kr/med-info)ll Al &Hel 7 s

® FAHE U

e . A - - i ] of7ixq

e El=ctoa—o2 Liol - o= Lyl 1ocH ComeacHy
SIEEO LS = R ITIT] e TIEH (27 Olatel e =) T |Ee OISRl XF GIEEE A RS0 al Six) O I 21=HD
4 ST} =
ol - =20
FIE} SO ARE



o]27]7] oAkl wa 7jol=atel

0 94 Aw
O Aw : B A g3 74
B 4Ee AQ Aol ErbsE I /1Y
o)y $4% — &1, HGD %
¥ EXPF A HEnst 49 E_l_xl- MHE9l SIXl ME= a5t 7|X|
A el Ak Addd A
B Aung SR BE A% Aohs
O A 2 yo] : 3l A9 A P o] At AT A Yol A
¥ M Lo|l= SHEAMo EesEZE UM
O A A Y g57]7|d AF o|AYAE 7|Asta, AAelAE o 57|77}
2 olgel A% Az A
¥ O|AUXIE ZE Z? O|AMUX} o|2tM ALRE Hslof &

O ZIe} Boiket : g #Ake] AN, B8oks e §HT S0l e 4% 71A

©® oA AHE AH

olakajE] ==

i - e =
= EEaAlE
T= = O |k ==
= T === SisTITiS] wT ==
ojAtalsl] =T F S0 7w E=rlsmy M= e e olibm =2
7ig giaso s =
ojE SO B =] SO S ol AbA S LS W T =0 |E- 2Tt
SHEFIF|IE SlE ol AlEahel =R E el Of b
ofAtale] Helsm - b R TR ZoES
715 [=E = H=-aiH = Si=7|7| =3l 2ITHEEA(C = =
TIEEARE Sp St sl EEpLE SIETEE, SOlAE Ee LN TAS
HPFLYE -
2o -

== 45 ||
F|e= =] = AHirspecton ==t | &E7Had EFEALE EeEsE SHIZE =
==
= o T iet [ == muams =
=] M= S [ aa
Gt == : CHf A H|ZE

L bt b [ Bt b ohjlE S|

=+=13h - (Etol 2 -~ ===l
shg= =x| | [ era=s=m | _ ShE= =%

Al=tal ~ == of|E=E ~ = ==

_14_




o]27]7] oAkl wa 7jol=atel

O

(] ol dAte AR
ol ALEl Q1A B WA A A

A ;A GACI® ] BAAT ol gAAE ANF IR 7))

WY : ol AL A IR A

T

ogAE AT FFo wet ol At T AFEAS A

% OlAMfEls B0l Falo| WM AP, MESHE ol E4 glo| o277

SH D SHIEH Z e e

At At Ay

r

= =

2
0

i
(o]
™
>
>~

>

.}

i

:\_l‘

2

E)

rf

B

%

o

-
e
o

off

4

=

o

o) JE7I7IZ QA7 o)A, Aleide] A
A

oA, B7He%, 7]Et
% J|EHs @Elsh flole o  gloLt BIE oBV|7| 24 Fn olalo] goo] M5 S
M ASE 2R, BIH2SS 71717t Bl5ER| slop oIRA0] 2l B M
O AlFWE : EAE o] FAH ol thsll A3 714
- o5 7)7] o] Ak AP Bl BASTE T= 7T FAIS 71A

O 73 : &A g s AlFol e Hd=A g 71A
- SR} dE, AlEe] BlrEo] AlEARIA GJIEA B 2APE o] FoiA|AL EA] o T

Bk A A 2 B3 AFA 5 FFAY /A

O ofPAH FEEFE @ ARl 3ad Te57]7] o)At EERE, o wel St

A FE, 987177 ¥4 FE, A8 FE YUY

- R BARE, BARAREE DSRAGH THasTES HuAT

% FEOM HEZMH'E MESIFS AR, SXANEMIEES 2645(8HALb B 9l2),

2199(gHAtoll et 2t tEE de 813), 310EE 13) & StLE M=

O ZAAY : i oA St FHE ZXHHS Aget ZXATE 71A

D ARAR U

_15_




o]27]7] oAkl wa 7jol=atel

O AFA=s

O BAfolA BA B Al AL £4M, AxLY] HFAF EHEAARN T
Ruol #ddE A5 HB

(] ol dAte]l ®ae] b AR uig X8+ &<l

O AZ/FUAUATL A R1T oA el ta) FRUo] AARA T AH B
AtzA 5 FAZAE 3 A, dA2A AP ‘WPF o2 TE2HY
BT A AANART Y AR Foids

LA

Ol

Re)

| ] BRa | | o

AT

N0 20200

> HapEe
saEy. | | x9- | |
s | | mem | |
SMSAAMS [ | M2 £00AL 32 SSR3 A SMS B LOU SHIEHSS TaM2

_16_




o]27]7] oAkl wa 7jol=atel

< O R i ) - = == PRRIT T

vy

= = - & - = L1
H 2 E = o —=m &

LT T | - s
o= = e - - =
A = L -
el ] - ] i

dEaTF@EE AN

3
= .:-_'I

b1}

4mEwE N
t

ABAE =

o $&zx Z MBS HME/FUYR] BDARD ST

_17_




o]27]7] oAkl wa 7jol=atel

< Oj&ARl ¥ Home 7 B T01S 3 OlARGRLOHBETL Y 0)48A15 =5

[l #

B | | ESE SR |

O XAt BF MY L UARH, AF L P2, ZARE 714
CzAAD AT FHARR(LARTAG O] BF 2A A
oA M AIE 2 oWz 8% sibAbe W, mUE oina gis
Jlet & Ay
c ZAAT B A 2 YIS MUH FS AH Lol WA 59l 2 R0l A
HMESHNM, ol 2 AL, ALBR N, AeA 1S 5 Mesto B1
C ZAAD F VIEFE M Ze MU I
S AABA ;AP ARAAR(LARDAG ] BA A7
- AAREA AT R R(LARTAD Y DAL AART] AT =
- elEA ST AR (ARTAG ) BATAE 3te] WAH A Tte
AL AAS] A7 27
SARAR AT AREA O 2AAR BR
CAABE2E MRS 2D




o]27]7] oAkl wa 7jol=atel

e b

s ] 12 2 o 2FaE x|

Al 2ot xSt e 2 PH A BHHE

FER|FTE FE} MR

Tt

= AFEEL G IR}

AFETIT EHE ATEYEE =5F 11 SICEEE
IO -a]
19, & 20 o STeF SfRSTENOOHE 00 T ESHH AN o 2r= 5 B e ATE ]
Ll ol A B
N E=01
O &2 =l W OFEF, A=l SuHe AFEEreo] CHEFo] a5 w AT ATEE
o)
1. e oI AT CHAF o BA FE]
15 &2 OIS Ao
=g Pt
o XtAFS 2 & & 2ot
T CHY &=
1 OO ZhEA L s alA | AR pdf

COER DA S S X A& pdf

TR EP0| CHEH BN FE ), po

O 9E7|¥ e I ¥He BRI} o] A& g A Ax/FUdIA =
AASHE Bt $E5xX a7 34l 7bs
« E LM HMa3s 2 md(otMAM ME 2N I AH-oflgbxx wHE
MAE 2tMsto]l M E
- Y - BEEk dv 2AET AHYRlA g A B E(IAETARRN) 7
Had @
- A AR AEFS AFS T IAAETS H5e g5 = AREAKA9FA
TE AR A9)
- AAETALE ;S F FAAAB B (A ETAE) W8 A
- UJEY . Hﬂ AR B (LA ETALEY) E44 7
- AR, AR dEERA g PR R (IAETRARED Ytk =X A3
» FESHEo Cheh AAUE 3l MAMHZA, ™2 23 5 =XAMES 72AHA
Sz I
- 49 A8 E HESIY A=
« AAF 2, SilE 228 S otHM HMEo st 1 2otXE] I SALEGHE
Hz=Hzol steh) F2g 5 oMM MEo st AAE2M 2 AYH=EXR
ZAHXE, FHA 2 die M= MA HE Al HAE S HE

_19_




o]27]7] oAkl wa 7jol=atel

of |EA gl AVH.ofuk=%
e (Edd:__- )
= : i T 5 Lot No. LTS
] HE g 2 i
o GHY | BRY | MR | MY |l SR | W [ TOAE | W0EN [ W9 | NEWIEA THE
TRDTE HE IA> | I
o Eo Ha SAHE FEE # UF
e wE e = =¥ 8 SHTE W,
if&zjj::gﬁ“__ 8 a4 4 fZag;::? Q4SRACR TN rl;éri!:;.:izgt'
1| 20190000000 | 0000 |2z |WoM0-208| 401 | 12345 | 1711 | QOB | oo oy e | HEH W2 VRSN | o gEaE A ey
SRR | ool 028 | JYGRREHE Y
sgengy |VRVRRE oo (OEFEE | gAMaN
o 2axonaay 18| o
yusypgusy s | TEIENS
2
3
O T
% dZRT V)E
ol 37
O dAdZER T
= o
(] o] A Byl Slo A ‘AAdddr v’ HES A
3 o [e] o A o
O #iol AAHY e ezt ¥s F AT
AL RE BE 22A YTED AY o4 cied
0 A4 ¥ HAe AT YNAZE T
- nlﬁ-"‘leﬁ I_‘I_."__I! i B e s

i e

by o=
SrelE | 1 . | 1 e =)
HEsw =5 ﬂ DaT el E | |
EXZE - o
B e mmmr s [ & mommion |- mwan T - Gemn 1A meces= 1 o =oasac

| mef=]

g EE BT |

& oan T

N ]

_20_




o]27]7] oAkl wa 7jol=atel

o470l i E BOICH B MR

| wmnzenm e [manen ] winaroms wanems | aws wers |

i [ - =BT HiTT]

T I P )

[ 'dIR 3T BE &

O JuYBRIL F YNAY F

295l YBRIE PR

¢ OlaAR 23

o @ 3 Bl 10 3 100U T

S BEART -
[(m o | mews woms
i Fiar it il 151 U
T P O L] i
5 Errmiii &t Bik i 8
] SO 400 nERD

Aoe
e o El= K | Ta Tm pnm gl Sy e o ogete
I = D A ERTTT RS ass DeRE Rl s
T = 1 RS w4 WERFF -

[ <2 B

(o weam o J —mwm - Swin L dnaees ] o v vaeas |
MOEN  BEEK

sHiwdakie
bk gl ]

SRSl

SRS O

.':\.'\.'u.uul-hlI
TENDO- TR
om0k i
TR0 1

e BoREE  BeAw | emsndes)
CEEETN ST S =1 SHER
S HEEET SR EITAE [TEREIRS
HEHTE=E & e & | TENE15S
LREHOE i VD i WAIATE

I

B FTE gL EE B

& P

L L

=" R]] 2]
- ] COTRER AT T LRI IO OFTR ot Te HIEWTHIE S verpmT | EF
T Dm0 A L ns-oF1e | M-t SRENHE Sl =l ]
FIRAINN AT B FNEO o e 1T P R T e TR ]| IR SLIFE pidj
A AT BN and-0F 1 AR | EEEHE S i & HATR
L1} o AT HEwD Ty Eniea- R ETH= i dl-Pimn & nidy
L] e A sk i 3 mnEaFe i TESETET wE eI 5]
SO et ey =
= SEEL S Sl R RS e
r— B Lrad Sl T T e o S

[ awswevn | pwmvors | oea |~ m
[ <ionsnuzas | mumen

- 21




o]27]7] oAkl wa 7jol=atel

@

A A (excel) ¥ 2
(o]

=262l Z7(7] O|MAIHE T LZE D MA) FxE

O ‘FRYHENHIT & Y5771 ATN AT (emed.mfds.go.kr)e] HEPIE > AF
AR > JA/AFAE > AFAHAE "M T de =357, 44
OE2Esto] gte A9 U4

O A X2

- F M ANER FAEY flon, o] fle ArolE ¥ AEGHE B
s, AES AR WEA FoiX FHE FA = ojoF Pyt

-4 RS A Aow TR

- D BHaA g 7R AEZE (ol BRI E, o]F, uol,

48 5)
- D }F Bl oy JhA] AEIE d¥EE o 22 HuAai s
o2 P AAdste] A (o 2 AR

. c HZE dgdor g A FY A ZEgh FRlo] Jhsdkal HEEA]

2= B Yl s )

*(FE) 4 FEE AYE fAY (A, AT 5)= REA E8ke] dE

O YR A

- ZF ANES] A el 'LBRIATHIT S AAsljoket, o] 'dERIAYHZTE
7HAAL ZF NEAA Y oz 2
(FERuAYHST = APATE Gote AolH, 'HAXHR A EA= T W,
‘2l A= oY ¥ TS

O ddEy Z=94

- HEgEe BtEA dHsjof Bt JHs. o] o AFdES 48 (W)E
TE2HH, ()= AYd 5 (5, =234 w2t 5 AY@dFo] He B9

- FZEE Qs RS FEA] Al ZEg2 AYFx

O FodE AP aH

- BuzAg s 204 ofi(xeAl, FEAN) * 'HE(X)

- FEYENSE - BN LT (emed.mfds.go.kr) o] ARutd > AF
AEY > AA/AFABE > AFZE BHolA qAS gzt sie ddo
A e AFs dF

‘o’

&

EEAANTE FESMST) oRH, o577 AR emed mids gokn)
BUnlE > AFALE > A/ AFAE > AFAR Yol BB Thezeslel
o] gl Zhe Yelalof 3

_22_



o]27]7] oAkl wa 7jol=atel

O)FAH BEIA A2l& 0|83 AHET Y
D M4 eRE
“2lFOFERPAA 5717 AR YT (http:/ /emed.mfds.go.kr)” F<,
At Hwe HFRY — IR R AY, A3 884 9%

7171 AFAHEA 15 M), AHIAERA 25 Aa) TR e

@ 3F AAe skl $H, A2 E 5 B B(AT)

T % W&
O FARE AFA FYT 25w L5488 2= 187
A F o FFHA o 57]7]b B 7F(Fax @ 043-719-5000)
O AMEEHA FET YALERE304 28, 7] LEHY] 2085
o577 R b B Rl (Fax : 02-860-4419)

N

Al & A

Qe O =717
- O B 7]7 It A EY A RE (02-860-4422~4427)

& F7ha oy
- Apolt Aol SIS T R8-S 2o
- 39 ATAP} F7t ARE ST A9

Jo
B
P
:
1=
fru

I
=
e
o
=



o]27]7] oAkl wa 7jol=atel

AE R1(FLA)

b BIA G5 A48 e

- = Hd UE
B0 E8 Y 209 »ISED L B0 AN By
Ol goye | X YEH 2 SONE Sol s Xy
< e - IZEDEIIED)Y HIWGI FI2 208 g S &Y
Al
i > BN AR L OIZJIDI9 BRI EB OIS A A4
S| =] - Tz SOl M2 SX OIAARY aha CIS, SHE 2AZD1D10
& CHEH RAFZDH 2 Ol0fl 2 SHEX KR S =4
HEX 2 » TAHZD 2DM S 2HUE BT
& FFH
- F2 A A Bl AlEd A FERA 29 f5E 2
- FF RAG EE o)A BY RS} QS HoE BHHE FLE
HFRY 7}
(): YRIAZRE WHYR £ L B FIF X R FAYRE Y5
T e B, FAE o #ddd QAR SE¢] dsHe] o o Rud JRrI}
A A% 5)

- A BE7I71H AB1ERERE Be)ARI) uet FFAIGME RS A
She APAFe|okERAA A AEsta, AA glo] Y o= 17E I

(R == F) e T B4 Y A& FHllokt

_24_



o]27]7] oAkl wa 7jol=atel

6] o)A & A= #T W

o
o
il
N
N
ok
>
09{:,"
=
N
2
9
by
o
L
o
e
=
ol

) A1l met, 9 5717]

& PRAANE ¢
O FAE Y A S RusHA] gAY 75e FAeHA ¥ A5
- A AzTY dF A B Y F5 Az dF ZA Ui
ANFTE AR 8] II. /NE7]|F A28%F)
- 5009H ol&te] (Y 87|71 A|54xA13)
O AsAE 870 F3kA ol o
- A Az FAATEA Vi BEE T F5 A2 TALTAA 2744
ANFTE [EE 8] II. /NE7]IE A30E)

oAt HA #TE IH=xA

Q 9871719 AAFA A7xHzZAY 254 5) A13A9E 9
ABZE(FARA P 5) AFAN4E w2, Az A=
Aefxde] A= vl met o5r]7] A B waAdd A"
M2 Asy AEFAE TAAEE 2HE Huska, Zad
(HZEAE AASteok 3

& PFAAE L g
O 2lefH Aol Aote uiol wet o577 FAE WA Soll gk kA
ZAE AAhE F2 AT
- A Az 4F BA 2 HY 5 AR TY 8457 A Uid
MN32 3 8] O. /IE7]E A9E ¢ A123)

_25_



2fel

Ul

0l2717] olAAte] KL 7ol

VI k& 5A 5

olgr)71e] AR, ALgA} Ha

Al BAA(EA A1 Ao RuE

o

A A ol A K
« @ M31=of et

0

[

il

o7

)
—_

oL

A
Nd

Q 987]7] A

B

—_
110

Bo
)

Q 9l57]7]

A 2e] H iAo

=
=

7ol Al Al

_26_



0l2717] olAAte] KL 7ol

cetel

A = XA
RN 227101 o1A 21M S XA OIA
W o277 BXE S oMM ME palo mEt oE [HA 15AMA] MXBISET(emed.mids.go kA E MBS & &LcH
al
°|27|7] O|AAIY BEIAM(QZ7|7IFZA R 2= 2l)
[ IEE (XXX 3 Xx & xx 2)
B0 EFF O =72 ( = # )
] xs8E0 ( E 2 2l)
[ 2™ O 371 = ated 7
T3 4= m = O =< O R{AIAL & O Z1Et ( )
A EEH= Z2 Y
O|=2Y|7|F ZAt Q27|17 |F 24 2
wox ou | ARPIHMELA W =T PIEAT 0 2lAb - BelAF O 2EBA}
O 2| 27|7|2lgA O e|=27|7 | 2ol A X} 0 7|et (“ - )
O o|27|7| At AL [ 2| &7 |7 X}
]
21 7|&y ANNAHC|ZH(F) MY EL=
nl
Xt MaH S 000-0000-0000 E-mail hgd@emai | .co.kr
S|
i O|AL, AH|AF S0O| Alekio| sdAH 21 ofF: Of% OF EH=2Y
T = B O &AL O dE=A
- = =49 244
N = o
el =9 Ae|2del3wy MFDS-001
= 2245 B04050.02 s 2 4
7 i _ i i HMEHS
s 43 00-000% e e 123-4567
7| o|'1|o|/\l*4 (LOt l_i)
LS =S
=i PNE=E
Ll H =2 ANAMCIZ(F) /000 Inc.
(£le| #2)
e~ B HGD e~ £ O H 0
ISE-T] AANE ANE A LIO|( EHAH EHA) 00 Al
st SIFO]A] & o[ Z7]7]o] ZS Z[A(27] O[&rel ZH2 ZIZF Z]Af)5fZ, O]7[AfA]
x| olMYRE A2 oA
9) OOH O0O& OO0 REAS ZHoZ HafF £fg/
= B9 HofHe, gEE 5
=] 7| et x S| Z2I|7] AJ81} 2510 HIZFRIGIA P2 S EE /LY S B2
E0|AtE HE ALE

_27_



o]27]7] oAkl wa 7jol=atel

Ab
Al
Edl

AXAI™E H oIX|d  (and AnY AAY)
Sh Al g (Aad AAE AAY)
O Abgt
[ Aol 2/
W 2 == AAT|Ztel AR
O g50| 27tsstAHL dlzst 27 = 7[sXst
OlhAtl Z2t | ) MHN 7" wi ola xef
174 AEH (] 7|E} MX oz S5t o|AHAl
O olstd ZSME Soll SOt o|MAHE 2X|st H2
(] Zolst Z3f (off: 24l a7t gy sHx| tetol) abato| Hest 22,
Atzdo| ghstRx|at BRIl STt Sl EF, AtZol ojd M oL}
SHxfol| A M7 Mol wAZ[0] Aldo| LojLIX| b2 HF 5)
W 2 Z7(|7|2 2lst o] &AL
O Algatel 22 25t o AbALE
O| At &R/ | O Aol MEfof 7|2lst o] AbAlE|
O grles
O Z|EN BE A} & HEI} /7 (0] &[22 i 5 o/ Z27/7/9f9) olznfzt

Aol gt £21 5)

OIMAIE Sf HETE EANE, NFPE, E0/AIE &

0f) AAH AAE AN HEZO HHE F5H0{ YEof IS A=

L 2 Bt g Eo % (rupture) E 215107 ANANH AANE Ang T]ZE0)
Ml YelE B E=2 MAS T ANE/ZH HELZE IYA|Z=2 B2, XL A
HE 2ee A gs.

MeE BEHEES MAS ZE BFHEZ0/ Z(rupture) ol UHL0] DfY

= 2ol mfetex] BT MAE ZFEE2 MZEZ(JO Inc.)L= EF

&5fof 2ol mfotS P/t TAIE XH S of &2l

F=of FHE 23 A Z/H

of) /2ol NAANHCIZHF) = ANANH ANE ANY HE=Lof OHE
A3} Stlcomplaint report)LZ FEO5fH T, HR0A HEE ZHE2 22/ of

or2 plofof =Rz BIEE of&o/o, MEHE2 HESZ 2/F5 T A
NS ojtfolf &lol EfSF FAL & ZALE A investigation report)E HE

gt Zojof 7ol82 TAEIME of 5720 MEE o0&

EAEH 2ET

1924( 2/ZELE, Alaf)

olz7P| eHzs"

1546( M2 )

TMeA FE

o

of) ==

gzl Dl oS

o [ 2/% [0 =2/ W =A(inspection)
=X = cx wy  |O EE O HENM O #xtae 2
=ASE g ene ®MY O sl Y
O 7|6t ( AEX EE& XeiX @2 5 )
HEAZ of) MAHE 2EE A jpg




o]27]7] oAkl wa 7jol=atel

HE pajo 2t =

3

x| 25 M4 ]

HAoI 212 (emed. mfds.go. k)OI M = M&E 5= &L )

o|2717] ol&Ate]l &M (2H|A})

¥ SlZol M Al HIAtEE =elstel = ZHMSHAT| HERHH O (%)
Moo Us
AMOX HE MatHE 01X=XXXX-XXXX
E-mai | hgd@emai | .co.kr
3| A ANAHEZ(F)
o|=z 7|7 _
| 171 HMEY(ZdH) MFDS-001
He
_ _ of= Z 2Bl M2,
S{7HHS — ~
M3 00-000&
et o o HGD =T OY | o
At
) A1 2ol 00 008 002 Lto (et EhAl) ok 00 Al
N
- 7| Ef 2iA19] HriEE, BEE, gilole &
So|Atgt
00 HA 00 &
At Al7]
AL O/ E7[7|E AEE AI|E FHE ML
E 2
o|lz7|7 2= =
127171 T y5(ze 3op) A7)
MEZHE 5t o 27|78 Tol, . 275t A7| 52 IR
B AHS ALS
717 MM FE D 59 25 77| A FE US
O sHe2(7] X% Atstn US
Of &hAt2] drAfel (00 00 00¥)
of ataggol | Al (004 00" 002)
A}
= O/&A S ZHETE EIAFAIE, MY, E0/AIE &
At
&l e Hol2 AN ANE ANY OOHEM AAAHCIZHT) S WFDS-0012 &
. N Zo| o/F3E2 82 F O.Ocn EE 0/85101 IZ o] /=5 A2 Al
< 8 =2 mots wz £ HS0E ofRE 2HI) GFUSL NE R N F
= LEXE AFoYABt Y 22 B1A0] LB
HEAR

(o) ZE], HfAIN, S/Z7/7] AIKN &

210mm><297mmC¥AF=] (80g/m’)

_29_

T F4A(80g/m))



o]27]7] oAkl wa 7jol=atel

W o277 F28 5 oM HE (o] 2t 7 [EX 15224 4]] HARIET(emed.mfds.go.kr)oll Al = A& EH 4= AFHCH

o|77|7] ¢tUE SA EIM(RI|I] H=-+&LHH)

SESENPRE == )

R ( ERENE T
B0 =5 0 =712 ( = | )
REEI N ( - I-)
S| =2T|7|F S At
HIOX 7
W 2277 | M=K} O 227|754}
]
LWL PSR ANNHEIZ(F) Ny 2=
il
At MstHS 000-0000-0000 E-mai | hgd@emai | .co.kr
S|
o OlAMAIY 21 oi8: WS OF (AR )
z29 =R
H 49
ol Alp| 2 olZ ut MFDS-001
= B2HS B04050.02 5 2 4
’! 57t s 23 00-000S Hz=HS 123-4567
7] = o (Lot HHZ)
~ o|lxllo]Al&d
T m o 0 o2
H
S|ALH /
=2l ANAHEZ(F)/000 Inc.
(2o F2)
o2 SX| °
i 00 ¢ oo ooy
b MEuye O/ Z7|7] SHFHAIES P EF ZA/ALSHO] O EF MBLYE(FoALS, FHOAISHZ 4
— I_I_ Ho /(//3/]// Z/‘é”
LY
= O|Z 7| BH( &AL = oo/
&
Z= x| of & Sk OO 72 (#2)
X chat ®Z 5
5 Thof 2 oo 7 (g=2)
= oY= EX| AlRt [@IOR= o0od ooy
ES L ol SX B2 oYY 00 oo oo
oHIE Sl Z2¢ @IORS OO oo
= '='7(|._§_

_30_



o]27]7] oAkl wa 7jol=atel

L 220001 014k 21 2@ molsy

BFaloAMoME 5= 2156l0f SILIR?

o

gl MZ2| o|gAtH B3 Al 2 HEE ATAHAM EDRZ0=

A1 re=7|7|9, MI=(REE za)) Mgl met o277 |3 2x= o27|7|12
AMREH= =30 Al = OlXof Alzbe 2ELR0| WAL} gt
27} USS 2IX|E AR 0|2 AlZo|tZolMARH BA| 215D

7t X

) O| &fAIH|ZF Erlist &txtoll AFSEl 2/=717(71 271 0]
Q Hslol =[Lt2? ofL{H & Hof| 2E1sie =[LR?

0z
©
M

A2 =2 5750 @G| CH2 27l 9 =7|7|el HR 1He=z Bavl s

Stut, 37HHE T CHE dRols s7iHEsE= Basljore o= EEHELL D

‘ 03 2=717I9t g0 Has| gie o|AAIEIE EIs|of Site?

A3 =oistal A0l ABAH S2Xo)7t o|27|7|oke] R0l L3
BEiElS FREKH O|AAR =T chdo sEEIx 22 = ot
252517 JlEEe] DKo WE MiE S o=YY| ZyoR
SES0| LMSUIIL, LMY USS oIX|E Z2EH o

=

04 oixAEl 23 Al &xle] Hele?

Ad oMl 21 Al X2 o|Z7|7| AL} RS0 HIZIRISIK| e HZIIs

e daddes 22 ZE ARE Qo[ ct (o ozl & 2
AR Z8)

_31_




o]27]7] oAkl wa 7jol=atel

5 HNEZMII A8 ® ZA=[o] &AjoAH ZEAQl o|atAl7 SR =
Q @2 ZP0= ol 21 oigol siE=E=X|?

RS

ol
==
M
A3

MZES=Z Qlet O|GAREZE EAtolA S2HAel deks DIXX|= FUA2L,
OlgfAle & Al ERiIAel Zdeo| A22= Solish o|etAl A
SHiet 2ol =l 49 oldfAl Eacidol siEELIEL o

S l
DAEl MEZH7E EXtofA] ZEHHl OIS ZYAl

40 R M me o
N
N
ro
>
00
Al

MY %2 oY HI N o

0f0
ol
)
L
)
olr
=
LI
T

S O|YA7I LdsIF oL, CIE HES=Z LA ALS3510]
S OlgA FE ZIE0 sg=EA 2= 8, OlgAM

0

Q6 «
=]

A
2
X
=]
13
0
2
1
ro
Y
:log
fjn
kl
v
_O'L
$Q
Mo

AB A2 = @izl o|aAlY} &

07 ASHEMO| Z|ME0IUAE ABAl FoAtEE ESIX| Y30 met e
EFE oAt 21 cefel X|?

A7 A2AHEAM D=0 M2 O|MAUXEIE AIRAIDS, AFRAHEAM M S
(@) [m]

_32_



o]27]7] oAkl wa 7jol=atel

EEED =217 0141 BIDIE @A A7z 2 4% 3

1. 93 A =(Severity) H7}
o] A o] AF W& L o] A FEREZE Selsle] thSo 7l uhet
3 7} gkt

}oA% e

BA &

(Negligible)
2ol AZAE o] BAH A JEFS 2P eA Fe AP
1. 71| (minor)
gzt dA g E e 714
AL} ulagsl 22 gl Ao
t}. %% (moderate)
ghape]l fAgdE ol 1A E S o] gl 79 A Ve (g, 5
A, Aol Azt A AA Y FAE Q=
2}, A ZH(major)
ghApe] A7 e e A #AHo] gl A Ve (7R, &
A, A1) Aetzb EAs A AY TS = e AT

vl %] v A (critical)

sapo] Azarelel 714 Qg H ek Beo] gAY e FoE 27}
A4 Fe(, £F, A, AA)e] Fulg £atel WASAAY @

2. ¥A 7154 (%) (Frequency) 37}t
WAL o] dAbE B o]", w9 AR F AT gds 7
o2 g9 7lEol wEt H s
ZF. ml$- WA (Very Common)
i o5 7]719] AHE 5 HIWHEHA Ak o] dAtElE vk 5 skl

B9 s 4 wa,
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AA ol of57]7] ZefellXE F7h7k sttt ddhEs 45

W TR, e, AR F A 55 F8 Ao Sl ol A el
ek B7h7E desttha s s A5

th A2 55 Fd olsdtHa 2FAT AR HS502 A7 AE A B9
ol gkl bl dlttal ddE = B

e 7Loure] Zh~uphA e FFel e dEhA e B

4. ZA) 2.9 (Potential contributing factor) 37}
o AL E THA] HAIA D = e AA LS o 4 7]%01] upet g 7kg
7. Abgakel BA wE A

=z
A S oA A 5 9= xl;(ﬂoo]o] o]::x] =]
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=
o FbE9l B 3E Bekel 399 wg AEFYY W7 5ol A4
=

A5 Wy AAadds AAS dart A=A A5

5. o498 o] 4Ate] o ¥ B}
waE oA E ofu] AEAT AAFT YA, B L A% 54 4
WA bsd ol At elA ol g kR,

6. AIFA H7}
ol dAtel o] A UlE th5e] 7]
7k =277 ZA
AzA27) o =3k AREEA, ARSI B FoAY T £eke] AFESES
o, o5 7)7|e] 1%, SAE, g Tl o3 o AtEE wA e A5
U Al g EA

of we} 37heiy.
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RN AFA 0 AGHAT BAL] Gt 74 AR5 FA 7}
lglot AlEatel Aol s ol gAtelt WA B
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Gape] et 71 o8 o] At ZE B
w37t =5
of FAre Bl Wl-xk AA AFel dASHA A o 7hA] Q150
] o

_ ; .
BgHoR Agatel WA 202 L £ Y= 4
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== OIFJ1J] OldAYl 2vH HE ASE
O (@A BA =) FAF oAt nuHE Al 9
MESTE Be @A B4 e g 9X Ba
< BHAEMEEMIEE &l 307H) >

el 2E 2PN AL
A 51,294

1 1924 ASetE, &Y 10,128
2 1994 sS 7,396
3 2692 A0 28 gt L= 2 8lS 5,673
4 2199 AU OHe 20 £= S glsS 4,906
5 1930 43 4,247
6 1761 =3 &= 2,917
/ 2645 A2t 2H Gls 2,533
8 2388 sS 2o, fFHEs 1,351
9 1802 At 1,351
10 1932 823 876
11 1820 25 830
12 1888 B 705
13 3271 SEHS =N 635
14 1870 =& 607
15 2330 R 602
16 3165 | A0 HX WE 4y 553
17 1028 =g, &1 523
18 2226 5y g 500
19 2348 = 469
20 1848 Sat 467
21 2263 g&3 448
22 2104 A &Y 442
23 1333 29 8 441
24 2513 58 83 420
25 1914 Mt 414
26 2544 2 2 409
27 1695 == 399
28 2271 Az Bts, &4 369
29 1884 23 345
30 2100 =S 338
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N
g

A 2M ZE Ho(19A X kel 307H) >

il =l
1924 AEZE, AH(Implant, Failure Of) Ql2MU2, X2, MY L= AlE
S22 ol AHO BEEHo=zZ = 2AFG oY L= olaE 0lEE
1 L= YAls ME = X2 22 WM = MZ/ An object or
material, such as an alloplastic or radioactive material or tissue,
partially or totally inserted or grafted into the body for prosthetic,
therapeutic, diagnostic, or experimental purposes.
2 1994 ==(Pain)
3 2692 B X0l AR "& = B S(No known impact or conseqguence
to patient)
4 2199 &tXHoll CHst Z2 £= d98 ¢S(No Consequences Or Impact To
Patient)
5 1930 2t (Infection)
1761 =& Z=(Capsular Contracture) EZE =20 45 BtE X2
6 Ol HHGHK AEH/ The tightening of scar tissue that forms around
the implant
7 | 2645 X2t 23 1S (No Patient Involvement)
8 2388 £ 23, £ M A SHPain Relief, Inadequate)
9 1802 A2t (Death)/M ol =X The cessation of life
10 | 1932 & Z&(Inflammation)
11 11820 £=&(Edema)
12 11888 =& (Hemorrhage)
3271 A &9 M=% (Pericardial Effusion)/ YEHEO2 A=) J|Qlgh Aloty
13 LHel Xl =& AEH Fluid collection within the pericardial sac, usually
due to inflammation
1870 =& (Fracture(s))/ LetHO=Z A= D[Rl Aot LHOl My £=& A
14 EH A traumatic injury to the bone in which the continuity of the bone
is broken
15 | 2330 & 2(Discomfort)
3165 EXH0IH & X OHE MA(Device Fragments in Patient)/ 2I&& XXl 1t
16 N Z X Y= B REESS 3L £ Qe A 2= 2AH
Issue associated with the inability to retrieve device and/or device
fragments during medical procedures.
17 11028 2& A!'I(Anastomose, Failure To)
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il =le
2226 A& M (Cardiac Tamponade)/ &l&o| && ZQl Qi L= XM
&M= 2lol /&!‘1.F FR0 8N = M0 SEENH =2 2loH &L
18 20| SIOHEH LME= AEO 24 &8 Acute compression of the
heart caused by increased intrapericardial pressure due to the
collection of blood or fluid in the pericardium from rupture of the
heart, penetrating trauma, or progressive effusion.
2348 £24H(Injury)/ X2 HESMHOl &2AMS SUHIGHHUL Sl &2 28 &8
19 of AHE E= AEHO ZUMEM MAN EE=E =4 Damage inflicted
on the body as the direct or indirect result of an external force, with
or without disruption of structural continuity.
20 1848 HHAHFall)) 2&AHS ol SZUOZ, UBIHEOZ £&A0] ML A
sudden movement downward, usually resulting in injury.
o1 2263 S X Z=(Stenosis)/) HE L= T29o gz L= A3 Narrowing or
stricture of a duct or canal.
22 | 2104 X2 £2AHTissue Damage)
o3 1333 &2 2el(Intimal  Dissection)/ &29 W= 230 QUL
Pertaining to the inner layer of the blood vessels.
24 | 2513 Al& ™ Z(Cardiac Perforation)
1914 ME 2 (Hypotension)/ =& AWM JHOI0 CHoll GlAZE=E Hax=
25 B0 ¥2 g2, Any blood pressure that is below the normal
expected for an individual in a given environment.
26 | 2544 28 22gH(Ambulation Difficulties)
27 | 1695 |=H(Adhesion(s))
28 | 2271 XIE BtE ZA(Therapeutic Response, Decreased)
1884 &=(Hematoma) 2o &=A40=2 Qlof HJ|, 2t £= XA LBt
Hoz Si&E A0 =4822 F5HE= A A localized collection
29 . :
of blood, usually clotted, in an organ, space, or tissue, due to a
break in the wall of a blood vessel.
2100 & (Thrombosis)/ 2 LHZ0 ¥ 890l 84, folezs 81
30 As L a2 HIME &40 JACH Formation of a blood clot in the

lumen of a vessel. Causes include coagulation disorders and
vascular endothelial injury.
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8717l BA ZE) FAFSE o A7 BaE = A EFo] o,
NE37E 2 95877 A4 2=/ tis)] <1x =
< o777 M ZEMIHEZ AHe 307H) >
e e SIZI|J| &M ENHE
Hl 51,596
1 2993 A& DD 2H g2 15,025
2 1546 M=E O 5,899
3 1371 SN2 T= 2= XHo AA 3,639
4 1260 It 3,368
5 2682 EX-010| g /SEY 2,955
6 2616 J1I12] R XI0l& 2,953
7 1804 =235 2 &oll2 2,737
8 2923 Ols E£= 0|4 1,769
9 2988 AFAX O O 1,540
10 1104 101 248232 22 1,280
11 1250 SH = 1,216
12 1667 SotA g 1,036
13 1291 =2 I A 885
14 2913 J1010 & CHEAH H=sE 837
15 1081 EEH/E AT 588
16 3266 =2 EXU™H EX 555
17 2579 AHOIZ &4 AN 521
18 1438 UCH &K 467
19 1131 S A 464
20 1036 AN LIEHLI=E B4t 461
21 1105 AHE2Z0| otd= AEY 438
22 2976 MEe HE 411
23 1528 HAHIE HHAS 396
24 1559 2 Al A IH 380
25 1503 oyol sXE 365
26 1065 JI01 £= J1J| #E4ES WR2 ¢& 317
27 1574 SMMHst A 277
28 2614 FE0| M 276
29 1059 2124 & 271
30 3024 MEIF HHE 270
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>

< olz7[7] M 2= Ho(19d = &9l 307H) >

0

e
£

3ol

2993

J

Jl M & (No Known Device Problem)

1546

(Material Rupture) M2° I L= MHIWAM HOHMH =22l
4%' 2 XMl./ Issue associated with the bursting or tearing apart

e

1371

21O, Yy =12
M2 B

>
H0l 5 W pal

ial.
2t

HR(Z
I'IF =.

PSEO)
= =

=1

1260

A2 (Loose or Intermittent Connection)
AN REFQO B 2= 2H2, #g, 28

o=

—

=
Itz (Fracture) XHZ Ol 2ted &
S0l e &&=l Z0./ lIssue associated with a partial or

full-thickness crack in the device materials.

2682

C

B X010 22X &/ S &M (Patient-Device Incompatibility) 2Kt S‘—c'/
210101 gek= IiIE é Ao Me|H L= RS d E4 209 As
o 2EE 22X (0 MAUESSE 2H, X2 XMZO0l 2= J[J|e o
dst HY =2otE EI’J = &S)./ Issue associated with the
interaction between the patient's physiology or anatomy and the
device that affects patient and/or device. (e.g. biocompatibility;
Issues, patient's weight exceeds safe working load of a lifting
device.)

A
0 1ir

O

2616

J1019l 21 X10l4(Malposition of Device) Q&= L= K& A O
KX 2012010 Xt 22D 23E 2AH./ Issue associated with
device being positioned in a location other than intended or
specified.

1804 =

== &gt &= (Metal Shedding Debris)

2923

0ls = 0lt= (Dislodged or Dislocated) 2101 YL/Es D] REEE
2 2&E XM OolsSAIZl= JIAHFC & 2HE ZH./ Issue
associated with mechanical force that displaces device and/or
device components from an intended location.

2988

A A ol 0F2(Naturally Worn) HE2 0 85 22 L= 22 209 2gE
SHOZ 0o Mz ML =4 = 22l 2= HHH st M
S =& 2 2H./ Issue associated with material damage to a
surface, usually involving progressive loss or displacement of
material, due to relative motion between that surface and a

contacting substance or substances.

10

1104

UI—H

11 28 E2 22l(Detachment of Device Component) J1J| &/E&=
1 FELA0F AZEAU 22lE HAUA SIS0tk &2H 22lE At
2tedEl 2./ Issue associated with the unintentional separation of
the device and/or its components from something to which it is
connected or attached.

11

1250

SH S=(Fluid Leak)

12

1667

E0t8& (Unstable) J1J1 ¥/E= I RAREEQ HAEQ| o¥¥o=z X
clE Xl HAHL MNZEA 2= A t@% 2 Hl./ Issue associated with
the connection of device and/or device components not possessing
stability, or is unbounded.
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e
£

Zol

1291

2 2d0EA(High Impedance) J10] RAEE L= J|J|2 X &
Ol Q&= B0 =2 =9 M) dIaAe 2= 20,/ Issue
associated with higher than intended electrical impedance levels
between device components or device and patient connections

r

M HE

14

2913

JI210F Ol&D CHEH Z=E(Device Operates Differently than
Expected) JIJIE &Soll] AME6ts SO A= s HAE o
A 2HAE 2XH/ Issue associated with any deviations from
expected performance while operating and using the device.

15

1081

EE/2E ATH(Failure to Capture) @Z24aIBH)|9] A X222 AH9|
SUE0ILD XNHHQ &2=22 ZHoIA 28 JW 2HE 2H./ Issue
associated with the failure to achieve effective and consistent
depolarization of the heart resulting from the electrical stimulus of
the pacemaker.

16

3266

bal
Al
U
=

ZRHEY AX(High Capture Threshold) Gl&E/26ts AEL =

Z NE EEIFE LA Aol ERE &2 WX ¥

ZHl./ Issue with the amount of output energy needed to
iac depolarization being higher than expected/desired.

had

M HA He

2 4 "0
m |0

Q o Hr

C
(2]
D

a

17

2579

rd
M4 AIH(Failure to form staple)

=
UH| o

18

1438

19

1131

oM

>l oo
o

FXl (sensing)
=~ al Mol &=AS YA AT

orrosion) &2+, BHA =35 SOl =ME ©

== =9 & 249 st = MI|gtEe A Bt 23 E 2H./
Issue associated with the chemical or electrochemical reaction
between materials, wusually a metal and its environment that

produces a deterioration of the metal and its properties.

>
=
|J

nr-e| &2 {1>
2

=
C

4

U

J

20

1036

AAN LIEIL = of &b (Artifact) Al &= G40 2td = Ex=21 &
g=l 2H (0l ECG Aol LIEILI= dl4l)./ Issue associated with
impurities or interference in a signal or image (e.g. ECG artifact).

21

1105

PHEE0 otdE AEH(Component Falling) S22 Qlol J1J| AL
20| X LA LetNOoZ B =2 RN 22 R(etoz XH
FE= HiE)ez oldeEs A 2HE 2./ Issue associated with an
undesirable descent of a device component due to the force of
gravity, usually from a higher to a lower level, usually the ground or
floor.

22

2976

ME P& (Material Deformation) 25 &0l 2lof ZME 2% = E4
o X &%= Mz vt 23S =2H./ Issue associated with an
undesired material change in shape or property caused by external
forces.
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e
£

Zol

1528

23

MO0 02 S(Difficult to Remove) AFEEI N L= ZAIJITHALEO 2
HOHO AFEXOF J1J1E &Sotd Y= R0 J1J] /L= J17] =4
22 HUAU HAHSH=O AFEXIF 82 d8ote Al 23E
AMEXS D101 ArE10 23 E 2./ Issue associated with the use of
the device in terms of user experiencing difficulty to take out or get
rid of a device and/or device components, even if the operation is
being performed according to labeled instructions for use.

1559

24

22Xl Al (Failure to Sense) Al L= =XE ol AU LME NS
g XSG flol 2218 A= (0 2%, =Y, SH)0l BtSS UEd
JUE=E A JD1e D&Y 2HE 2H./ Issue associated with
the failure of a device designed to respond to a physical stimulus
(as temperature, illumination, motion) to transmit a resulting signal
for interpretation or measurement.

2l

25 | 1503

Hol 0| =X (Pumping Stopped)

o6 1065

JI21 = J171 REEE WS 28 (Blockage within Device or
Device Component)

1574
27

SX™AEH EA(Inappropriate Shock) &I OHXIC XSG Mg 2
gd=l 2./ Issue associated with the inappropriate delivery of an
electrical energy

28 | 2614

FE0| M2 (Wrinkled)

29 11059

2224 & (Bent)

3024
30

MEZIOt W& (Torn Material) &, BIED] L= &N 2o 2#48 MEIt
SHAN 2D AHL x2Aez Redie A 2HE 2H./ Issue
associated with comprising material(s) being pulled apart or into
pieces by force, wrenching, or laceration.

O (FAHL

& ST) FAG oAt BusE Aol glo), WEa)

o T T o5 oA s

o nE TEA A

A 2,571
1 764 ZEE d=x 409
2 527 = 394
3 1023 s 258
4 423 HOIE 167
5 510 HlA 161
6 3038 JHHIE 155
7 431 HEH 132
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of ¢ = PHLA 2024
8 435 HUEH/AZ R 119
9 987 Z=AHD| 107
10 851 %g;jéiﬂ(lNTRAOCULAR LENS; 10L) 71
11 3085 I+ 65
12 3073 S A 2ol 58
13 3072 [Sa 50
14 3088 Ht = 46
15 525 sB 37
16 518 AEFEE 35
17 3110 AHIOIZS 32
18 925 HO 32
19 3123 = 32
20 420 HH & 2l 31
21 816 Z'H 27
22 865 2l Ol A 25
23 3127 & X 20
24 3194 SRS 18
25 864 S 17
26 430 oI/ M A 15
27 772 HH /€ N 15
28 3067 SHETI| A 15
29 529 WS, MA 14
30 451 M= 14
< FHEA FZE HoM9A T A2 307H) >
A &9
764 ZHEd X (Contact lens) &2 2% {0 =0l= W&, 08 L= =S
1 gl = /A correctlve, cosmetic, or therapeutic lens placed on the cornea
of the eye.
5 527 H¥HY(Valve) dXC S82 HOUHE == JUZF EAHE IJIAH IIDI./A
mechanical device designed to control the flow of a fluid.
1023 21&(None) JIZ1 LXdt= JIDl L= FHELAI S22 LIEFHCH/An
3 indication that there is no device or component that matches the
Criteria.
423 HIOIS(Cable) Z01JF 210 U2 USIIE 2T = 2T FASt 2
4 FHEHM ASE &%% 2= ATE AAE el EZX./A long,

thin, multistranded rope or rope-like object; a multistranded conductor
designed to carry signals over a distance.
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o 39|
510 dlM(Sensor) & L= A0l Itss AMSE MH6IH X=20 HSE =+
5 JUEE AHE IIJ1./A device designed to respond to a stimulus by
generating a signal that can be measured or interpreted.
3038 JtHIE(Catheter) A0l HXHE ML HLE AMOUA HHE = JAEE &
6 HEl KA SB8./A flexible tube designed to transfer fluids into or
out of the body.
431 Ol El(Adapter (Adaptor)) CtE JI1JI2t S&0| JtsotE=2 &A= D)
7 JI./A device designed to make different pieces of apparatus
compatible.
435 HYE/HZE(Connector) J1J] 2te] HAIIsE2 MIBot=E &HE DD
8 = AHZJ|J]./Any device or coupling designed to serve as a link
between devices.
987 Z=AtJI(Syringe) otLIS] Lol S It Ues= ANS AEIHZA el
g 1 OEE 2Hile MY S22t 24DEs &AHE J1I1./A device
designed as a rigid cylinder with a plunger at one end and a delivery
opening at the other.
851 ¢134+AH (INTRAOCULAR LENS; IOL) FESE(IOL (intraocular lens)
10 implant) Xt +=3HME LDHME &= JUEF =2 I/ WO oAIEE &
HE wd = /A corrective lens that is designed to be implanted
within the eye capsule to replace the natural lens.
3085 J|7?*(Mechanism) Jls2 s+8g = UATE & SH0l= 2522 +#
11 A& J1J]./A device consisting of moving parts designed to perform
a function.
(o 3073 A c2i9l(Hose Line) HXHE &HEs %= UATE HAHE RS EE /A
flexible tube designed to carry a fluid.
3072 S A(Hose) UHE HLEE £ UTE HIAHE K4S SE2./A flexible
13 . )
tube designed to carry a fluid.
3088 Hi=(Needle) Z0[JF 21 Ji=Ci&n RS 229 J1J] EE./A
14 . . .
device part with a long, slender, pointed shape.
5 525 S5 (Tube) &2 ARIHS 22 29 J|J| £= PHRA./Any device
or component shaped like a hollow cylinder.
518 AEFLEI(Stylet) MAHESS HHotHLE AR AIDID| 2ol His, IHHIE E=
16 NeHE Soll SUE = UESE dAHE a2 25 &84A. /A thin metal
wire designed to be passed through a needle, catheter, or cannula to
stiffen it or clear it of debris.
3110 AHIOIZE(Staple) 2SS0t RANE = Ues ARHA MMz RHE =
17 & JIJ]./A fastening device consisting of a bent wire designed to
pierce and hold.
'8 925 EI(Pump) %M IAA=s =HGEE EAE  JIDl./A device
designed to facilitate the movement of a fluid.
‘9 3123 E(Tip) S35l 80| WES SH2 ZH./The extreme end of something,

especially something pointed.
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o 39|
420 HHE{C|(Battery) 3lstEtES Sofl MRS MHE = AT=E AAHE I|Jl./A
20 device designed to produce an electric current through chemical
reaction.
816 ZE(Filter) A2 SWHAIII=X0 2ZHGIO0 HE 2HS HIHSIEE EAHE
21 JIJ]./A device designed to remove something from whatever passes
through it.
o0 865 IOl M(Laser) &S Lo M HIg2 YUES 4 JASE SAHE DIl /A
device designed to emit a monochromatic beam of coherent light.
3127 &XI(Unit) BCt 2 J1910 SEYTSS A E XAl MStA D101 /A
23 largely self-contained device designed to be incorporated into a
larger device.
3194 &= HI(Adhesive) 20 Ol&tel 28 L= X2 2FHAIes 2Z./Any
24 . .
substance that affixes 2 or more parts or tissues together.
o5 864 I(Lamp) ¥ F&= g2 MHE 2= JAZ= AHE I|JI./A device
designed to produce light or heat.
430 2A0101/& & (Wire) 2E& L= JIEF SH2 fd = ASUL &) LS
26 ol dHE 2= I /A metal strand designed for signal or power
transmission or for structural or other purpose.
772 HB/EIM(Cover) HH A2 JielHAUL, SHMALE EHU BSE = U
27 £ &A= Z2H./An object designed to conceal, enclose, cap, or
protect something.
3067 sHE=IlA(Handpiece) &0 =10 Us S MESIES AHE 1A Il
28 o A2 /A part of a mechanical device designed to be used while
held in the hand.
529 &S, MO (Valve, control) HxC S&2 &S £ UATSE Ll WE2=2
59 S0l, AIAEIA AlSH CHoll BtSoIH HsEHES ZHE HE./A valve
designed to regulate the flow of a fluid, especially one designed to
operate in response to a signal from a control system.
451 M =2(Electrode) 32 F= AIAHDO B2 FHEGEE A= ME
30 HMI./A conductor that is designed to make contact with part of a

circuit or system.
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