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Executive Summary

Due to the global aging population, interest in early diagnosis to reduce medical costs and improve
the quality of patient and viability through early diagnosis and prevention of diseases is increasing. It is
expected that the medical device market will continue to grow as the need for testing and diagnosis
emerges with increasing demand. With the development of science and technology and changes in the
healthcare paradigm, the trend in the medical field is changing from focusing on treatment to focusing on
prevention. The field of early diagnosis, prevention, prognosis, and treatment of diseases is attracting

attention.

With the change of the global market environment and the shift of medical paradigm, Kore
a is making efforts to develop and nurture the medical device industry by preparing a legal syste
m for fostering the medical device industry and enhancing global competitiveness, building infrast
ructure, and supporting the industry. The government’ efforts began as the pharmaceutical / Bio /
medical device’s sector was included in the 17 new growth engines announced by Lee, Myung-
Bak administration, and continuous investment and policy support for the medical device industry
were systematically made. The government and the Yoon Seok-Yeol government followed, and v
arious support policies were prepared such as R&D, infrastructure, human resources training , lice
nsing, regulatory improvement, quality improvement, overseas export support, and the enactment o
f the Innovative Medical Device and Medical Device Industry Promotion Act. This led to the ex
pansion of the domestic medical device market and the increase in overseas exports of medical d
evices, and during the COVID-19 period, rapid diagnostic kits were developed and supplied using
Al, providing an opportunity for domestic in vitro diagnostic medical device products to take of
f

In fact, domestic medical device production in 2021 was approximately 12.9 trillion won, 2
7.1% increase from the previous year, and an average annual growth rate of 22.0% over the past
five years. In addition, exports amounted to 9.9 trillion won, up 26.1% from the previous year.
In particular, after recording the first trade surplus in 2020, it recorded a surplus for two consec

utive years.

As such, it has been confirmed that the government’s continuous diversified and customized
policies for the medical device industry have positively and effectively contributed to the competitiveness
of Korean medical device companies and the growth and development of the overall medical device

industry. Systematic cooperation between industry, academia, government, and hospitals should be made



to preoccupy the global market for new concept and innovative medical devices, such as digital treatment

devices, in vitro diagnostic devices, and VR & AR medical devices for medical use.
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. e gs7171444 €43

1. AA 987171 A& 5 3(2007~2021)
1) 2007~2012

S EAAG N TR 12008 S 57]714FY) A BalA o wEw 2007 AlAl 9

= 1,968.29 22 FAHE L, 20123 71A] AEH A 6.2%2] AAS A EFHA 2
0120l = 2,660.7 & efel o5 Aoz APt w7PE R 2007 M=o om7]7] A%
TE7F 826.29 @2 AAAIES 42.0%E AAEE 7PE 2 AFS A4St glon, o
2 211.79€ 2] (10.8%) &= W= 4ol ANt o 57| 7] Al G E7E AlAlel A 2 A =
Z I7I2 YJE Y o2 5 12869122 (6.5%), 9= 89.3% € E](4.5%), T 75.29¢
2](3.8%) 9 TOo= AR E 7HA

FEuEhs 2007 ATFEIE 35.000 S V1SSt Al 109199 AR E A4
sglEh AZl o 5717] Al A 7HE el M Svbe B SR oR 20129744 A
Bt 11.1%°] 1878E ol Fske] AR HIFe] 2007d 1.9%A 2012\ 23% 2 F7hs)
L, AR =915 2007 99194 2012\ 8 ® G E slem dAwskitt

<3 6> MA 98717 AATFE(2007-2012)
(el e, %)

| o | ae |Cam | mod | oae | aed | GET

N 1,968.2 2087.5 22156 2,353.3 25013 2,660.7 6.2

A5 1 20083 957|714k B4 H 314, Espicom, World Medical Market, Forecasts to 2012
2) 2013~2018
SR AMNF T T 12013 9] F V] 7AMY A BaA, o] mEw 20121 AlA 9
ok

=] 3,000 ] F4 =T} 20081 o] % MA A2 200916 -4.2%=
20101 o] % T}A] SoiEo] AH i 4. 8% AFES sl AR 12019
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2013 wFo] APGFRE 1271992 AAIA e 38.7% xRS o, A9 207
=7}7F A 88.7%S xHAEF T Aol 2089122 (9.1%), 5 2579 e (7.8%) T 17
ojde](5.2%), L2~ 149919 2](4.5%) 5o o= vERRTh §-Euvhele] 20139 AR
= AA 1un9iGELrEe)2 A 57 7IA A 1.6%E AA ST

<a¥ 7> AlA 957171 AR R ASE AJAR(2013-2018)
(9 =2, %)

e 013 | 2014 | 2015 | 2016 | 2017 — i e n?fsa)
50|/40| 1464 | 1536 | 1586 | 1657 | 1,750 | 1855 | 476 | 49
OfAJON/EIES 68| e0| 63| 684| 76| 88| 20| 54
29 9 599 71| 9| 138 0| 15 56| 40| -18
E/0H2p7} 86 9| 9 | @ 98| 25| 26
e 863 | 8% | 815| 83| 88| 971 | 249| 24

Gl 3212 | 3334 | 3260 | 3409 | 3602 | 3899 | 1000 | 40

e - Filch Scluthons{20H9), Worldwide Medical Devices Market Facthook

& 20139 987|712 A waA

3) 2017~2021

v

St R AR T 120201 o] w57|714H] E4) B, o wpEW 20171 AlA 9
B7171A1 R oF 36159 &gl o 2015 F-H AH <t 5.9%4 Adgste] 2019
ol = 4,004 €98 2 et Aoz =453t

2017 W= A1 FEE 15569 22 AlA AlE] 43.1% AAEE Ao R UE
ok 49 2070 = 7F AA Al 89%E AFAISIATE. Al PR Sl w7k mlEred] o]
o] Edo] 261918 (7.2%), Y 256 (7.0%), == 218 ] (6.0%), ZTH~ 1449
(4.0%) 59 o= Yyt 598 2017dd] o] dES o] AR 29Fo s 2
Aok gEivebe] 20179 AR S AAL 9916001 E )= 109]Q1 ZH el HlE) 39 e
g 2 7EE 7=s9em, AA 95717 Al 1.7%2 HF5S 2A 8

w3, A GEAN7IAES A AAZE Z2U19 Al dsRel A oS A dske]l 2020
W 4,2297929, 2021 4,354 2 S V)= AL, 202200 464392 E &

2 ERsH(Fitch Solutions 2020). 53] AlAl ©]57]7] A% 20200 ©o]F A%+ 4.6% 4

715
Al
ate] 20240)= 51379 Pejrt @ Ro® Ay
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<29 8> AlA d87]7] A H AHE 7FE(2015-2019)
(91 &, %)

e o5 | w6 | 207 | 2018 = s g
20| 1462 | 1537 | 1624 | 1721 | 1885 | 451 60
74 948 988 | 1036 | 1131 | 1,147 280 49
OpAJOHERHY 633 | 87| 732| 86| 86| 209 78
=0l 126 126 133 140 140 34 27
ZE/0H27} 92 83 89 99 106 26 37

g 3260 | 3421 | 3615 | 3897 [ 4094 | 1000 59

25 120201 9] 571714 4] B 314, Fitch Solution(2020)

<ad 9> AlA 877 A R AGE AR 7FE(2020-2024)
(&9 2 oed, %)

2024 CAGR
2 2020 | 2021 2022 | 2023 = we | (20-26)
20| 1,879 | 1908 | 2030 | 2,130 | 2,237 435 45
1 1273 | 1,297 | 138 | 1453 | 1519 296 45
ORAIOHERES) 914 919 977 | 1,031 1.094 213 46
=0 117 124 136 146 158 31 7.7
ZE/01=2i7} 114 106 114 121 129 25 32
el 4297 | 4354 | 4643 | 4882 | 5137 1000 46

X}& : Fitch Solutions{Z020)

A8 120201 o] =7] 714 4] E 314, Fitch Solution(2020)
2. o|ger AF9] 57|17 ANF &

1) 95717] AaE R AR TR

SEubebs 20049 AFofoREA Al gwT)Y] AL B FEFY dg AA
g gw7)7IdAR FE Baw 2

ga-oll Sl o 5r]7]A
20121744 o] o B7171A 7 ER

o

olmul AXo|r o o777 AAFE 2008 1,726 70AF A 20124 2277702 Holwt
o, AHT AFES 7.17%E 7|FeQlth FE55E 22 7|3 7,367/ FEol A 9,667



6 o= AT HE8

08%= UElRTE T3k o5 7]7] Aike] FARSE <1
i &< 6.36%E YEFEET

53], ojgut g oF o7 7]7] Aakele 2008 2% 52529004 2012 3% 8,
7739907 Frbslgl o wid 11.32% ol AAslglon, o] 1538 A s 423 o]t}
<¥ 7> o|Wu} HR9 98 7|7] A4k FXE(2008-2012)
(9] M, %, B, HEk)
T& 2008\ 200944 20104 20114 20124 HT NS
=R 1,726 1,754 1,857 1,958 2,277 717
28 7,367 8,003 8,704 9,086 9,667 7.03
ALl 27,527 28,167 30,190 32,255 35,226 6.36
A Atot 2,525,203 | 2,764,261 2,964,445 | 3,366,462 | 3,877,374 11.32
Abs 12012 95717 A B a2 S, Al okE kA4 (2013)
o)m7]7] &L ol BE A 47374 dle] SE7)7] AEE AEEAL FE
AAE AF 9.90% F7HstHA 20121 6907MAE & AA S VFEAY FE FETE
20081 2,497/ 4 20121 d¢= 3,998/ = Z7tatglom AEd AAELS 1249%% LERGE

o 9jm7)7]
20,6024 7|53t 53

Zo] EALE 019l

1__1_.

2008\ 14,3279l A AP 951% Z7}etH 201213
L 98577 FEAL 20080 119 32009 ol A 20121 199

6,655% | =, A FdES 14.81% 7| FSIGTh =S AstE Ak A9 20084 1
Z 2,481 91l A 2012 2% 2,160° €S HASIRIoH, oul Q- A]7]ol] FEH 2 1.8
373t
<& 8> oW ¥ o77|7] & TE(2008-2012)
(9] A&, %, ¥, 1000$ HvH)
TE 200844 2009 20104 20114 20124 T HEE
K| 473 518 583 619 690 9.90
E24 2,497 2,879 3,269 3,598 3,998 12.49
SEQY 14,327 15,456 16,913 18,171 20,602 9.51
FEH¢) | 1,132,005 | 1,190,087 | 1,454,361 | 1,672,925 | 1,966,557 14.81
SzoH(Ql) | 1248138 | 1,519,027 | 1,681,619 | 1,853,785 | 2216074 15.43
Az 12012 o)=Y A H FEY AR SA, AEeoFEehA(2013)
X TN S Frel 7Sk 218 1,102599408), 1,276409409), 1,156.2694(10), 1,10811(11), 1,126.88
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A12)

olsh gol o577 AN B FE:e] F7hE Aol Hul dmY] AFEe EHA
ohoolgul AR s Ff o87)7] A FRE 3% 61799902, vid 489% 433}
4=

o] o
o 2012 592399 7|Fsk3lth olWut AN A7l =) o 57]7] A 1.264

459,
<E 0> o|®ul AR &m7]7] A% TFE(2008-2012)
(gl ¢ el %)
T 20084 20094 2010 20114 20124 e HEE
AR 3,617,947 3,644 3,902,720 4,306,387 4,592,314 6.14

047

Am 12012 o577 ALt 2 FES AA B, AEeFEIH A (2013)
3. w23 Fre 98r)7] A% 8%

1) 95717 Adrs R AR AR

m717] A B FEY Ve kA ARy w wtE] g 2013 ALk o

AT 2,60770AFR Ad O] 145% S 7FsEith o] % A 4.12% S7ske] 20161 2,943
MAE 715atsleh, 555 20139 ASo= 1TlE dojAn 10,6007 F5< A4Fasl
= <=

o HAJAdH] 9.65% Wk 9 57]7] *M} 1 FA3E 1S 20134 38,0745 olm
oyl 8.08% S tetA o AWt 11.13%°] AFAE FAI8te] 2016\ 52,253 0.2 F7}e)

Ak

g Aol o g7]7] AL 2013 4% 2241907 At 8.94% A3

ok 2016714 A HAAELS 9.87T%E 7| E3I o 2016 AFHS 5% 6,0309 Y-S
gt on ojyul gHo] Aakd AgHF AFE] WS 145ENE G FHE 7| FE}
St agol = o577 AN AGEA AFAMTE FAEHATHE Fol 2n 7} 2l

<#E 10> ¥ FF9 o57]7] AL 11 E(2013-2016)
(9] A, %, 4, Huk)

T& 20134 20144 20154 20164 AEnd d&2
== 2,607 2,786 2,992 2,943 412
25 10,600 12,776 13,424 14,071 9.90

YAtoI 38,074 41,044 47,802 52,253 11.13
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ST 4,224,169 4,604,814 5,001,618 5,603,064 9.87
ApsE 12016 o5717] At R oEsd A S, A5l ek bR A4 (2017)
ghtE] Aol olwv)7] & AS = 2013 7507HAHA A Hi] 8.7% S7h= A&t

o] 2016\ 37HA] AF 4 4.25% Z7}ste] 88670AFe olEBth EEF=
4.81% S7Fst o™, 201674 AH < 6.51% < 713Fe] 5,9087
7] FEo EAFE QYLe 2013y 2,3156M o2 Aoy 12.4%

AW 491% Z7}alo] 28,049 07 So]wku}.

459072 Addiy] 1
71 =3kt 957

=718 o, 20163714

3L (e}
a5

o577 FEAE

=
T
1637k Ad
=

A9 20134 2
X
[e)

2013'd 23] 5,686%F ] (XA thH] 19.85% F7hHE 7155kl o™ 20
7.38% “d7gsto] 339 8,694vtEH S VIHst. FEAS AR AN
5,808%] ol Al 2016 33 3,869¢1 S YAt o, o= ubtE A 4
4

oF Ao 9.48%2e AAAE FAstgG on 2013l vl&l 1.318] AR FR o]t

O

L

<¥ 11> w28 FR9 9877 $£& FHE(2013-2016)

(&9 0, %, Y8, 1000$, WREL)
T& 2013 20144 2015 20164 HET g8
X == 750 813 849 886 5.71
=235 4,590 5,383 5,844 5,908 8.78
=013 23,156 22,838 25,852 28,049 6.60
) 2,356,866 2,576,914 2,710,715 2,918,523 7.38
FEHR) 2,580,862 2,714,058 3,067,147 3,386,946 9.48

A% 12016 SIB17] B B FEY AH BA, 4E] FEAA(2017)

=N $9) S8 7Eeke 4181 1095049413, 1,053229(14), 1,131499(15), 1,160509'16)

HFE] g oluy Aol s 95 7]7] At qfRelAM FEa B Adkld e o
qd AEE oJol= d8r)7] dAls # A, 85U FE tE(EAS, FE, TE
A, FEN) AN AF AdAEe] wWokth adexE o577 At R B et

(9] © el %)
T2 20134 20144 20154 20164 g 4%
AEE 4,631,548 5,019,867 5,265,641 5,873,279 8.24

Aw 12012 | 8717] At B FEdd AF A, 2] ok e 21(2013)
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ojo whta Ao A3 R7]7] A qFEE 4% 63159 o AR 085% 4
& AR 7kl AlFekglth 20169 7H4] A8t 8.24%2] AEAHE 7155t 5% 2,873¢
A& st on 2013d Rt 1.260) A3k

4. BAQ AR 98717 A% 8%

1) 957)7] AATE L AF TR

EAQ AR 20179 FW SN WEA o AN RIS EFF AN BAY
4Ae olofwrel AAstATh 4RI Athe] ICT, 0T, Helol8, W=, AFA%

o] FEFE A=V, AW dE-S5S A8 ARG8T 7] HAS THA
°o|g57]7] AL B & P A AAR)E 7|FoR FAQD ARl 20174 ALk
HATE 32837042 AdWin] 1155% F7FskSit). o]l F A 5.62%° S7HE 73
202113 4,08570A2 Eolwth F&HE 20179 14,855709] EES AJalksll o Ay tin]
557% ol A2 20213 7HA] A 4.08%9] TUHES HolW 17433719 FEORE &
ojutth o5 7]7] Aakel] FAFE 19S 2016 57,5957 ol A tin] 10.22% S71Eke] =
A =9k A J9e AFAF 10.19%2] AFAE FA5H 20213 84915 0.2 S5

—_—

i
A
I

20194 B E AAAL O Y] Ade mzit 10 BEjEoR s Fu) A
otel 718 olstgdnh. T GR//IGAL ARFE TR} 19 AR

s
NEFGALTAL A )7L 2 F ] FEHA ﬁ-ﬂra AFAE5AL wowA A A7
9

<¥ 13> A AR 957]7] Ak FE(2017-2021)
(9] 0 WA, %, H, WRbed)

T2 2017 2018 20194 20204 20214 AT 9
A == 3,283 3,425 3,570 3,887 4,085 5.62
=T 14,855 15,082 15,705 16,568 17,433 408

Aol 57,595 61,464 64,470 80,317 84,915 10.19
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‘ Ay Akol ‘ 5,823,155‘ 6,511,135‘ 7,279,384‘ 10,135,785

12,883,106 ‘ 21.96
AR 2021 o= At B eEs] A S, A E e ok bl A (2022)

20179 9877 RS 57 go31odoln] AWty 3.93% Al A3 shed A ZErd
b EAI) A= 202103714 AE A 21.96%2] &S UERT o] AR} wluy =
A FEE 7)EE ) 20213 AAENe 123 8,8319] ol 2017 Wtk 2.21w) A3

Al Ayl ogr7] % JAFE 20179 BIAAHH A H] 5.08% F7HE Al Z
A7ZA At 4.02% ZF7Feke] 1,000704H8 7153tk A A 4,0857H AFAR Aol A
26.7%7 & AAHS AT E55E 650572 AW tE] 10.1% F718E o, 2021
W7bA] At 5.02% S7Fske] 79137 FES 7ISESITE o m57]7] FEl AR S
2017 29,0997 o & A uiH] 3.74% 7}l o™, 20219714 AW F 9.78%°] Z7HAE
715351 42,2647 0.2 Eo]Wth o= 2017\ thH] 1454 F7}3F At

o185 717]

TENLE 2017 319 6421t (A iH] 8.425% S7HE 7IS8kslon 20
213A7HA] A+t

o
28.5% “d7dsto] 869 2,851WtE S VIFSSIH FENS dste @t
79 2017 3% 578201 oA 2021 9% 874601 DA o, At 28.89%°]

Rs i

AAAE 7153kl 2017l sl oF 3ulf Zprko] AXL gt EL(2.754K) 0]t

<E 14> EAA FARY 957)7] £F E(2017-2021)
(TS @ A, %, ¥, 1000$, NTF)

T& 20174 20184 20194 2020 20214 AT 9

X == 931 979 1,003 1,060 1,090 4.02

ST 6,505 6,692 7,208 7,498 7913 5.02

F=EH 29,099 31,732 34,876 39,060 42,264 9.78

) 3,164,210 | 3,610,213 3,709,929 6,636,575 8,628,513 28.50

F=EH () 3,578,215 3,972,317 | 4,324,479 | 7,831,490 | 9,874,643 28.59
A5 12021 985717 AL 2 &Y AA S, AF kR A(2022)

X 7= ($-) sl TREE A8 L1303417), 1,100304(18), 1,16565¢'19), 1,1800620), 1,14442¢
(2D)

27)7] A FRAA dAST L AgAkA

) B A B
Aon] & FRAAE 4209 2 FEolo] th A wal ABE 4%
=

N =77 AN FEIF 6% 1,97899 oz A
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dH T 5530 443 7hedl FwaaAth 20213704 A 10.18%2] FARS AFAE
71Z5 9% 1,34199S @G on 2017d B 1474 ATk EA .
o o m77] AF AAEL olwWur AR (AWT AAE 6.14%), UHE AR(AWTE 4GS
8.24%) A7) wth AZ o] A},

<¥ 15> EA A% 987]7] A% TFE(2017-2021)

o
ol
_1

>
N

—m_‘EL

T 20174 20184 20194 20204 2021 AT SUE
AEHE 6,197,820 6,817,874 7,803,910 7,531,694 9,134,146 10.18

2= 12021 9BV A 2 FEY A SA, AEeoFE o 2 (2022)
4. FXE AR 9577 AF

1) 9=8717] 5 TE(2022~@A)

20221 195-H 69717 9=7]7] 4
52% =713 FRoltl a8y AW T
_]

R
12
flo
S
({e)
12
w
w
o
o
s
e
i)
il
N
Jhu
_O|L
¥
o
x
oft
N
=
)

(91 e, %)

. 2021d 20224
- 1/4%7) 2/487] Aput7) 1/487] 9/487] A7)
2,549 2,140 4,689 2,804 2,129 4,933
o g7]7]
(176.9) (45.4) (96.0) (10.0) (-0.5) (5.2)

T ()E A9 s7IgM] SRS AR d=EAAREY, S ARG FAEA A

A 9 X8 A]<F(24.8 2 H,
TES Hola, o]g] ¢
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