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— A A}k Therapeutic agents which act by targeting the neural circuits of organs
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¢ Handbook of Innovations in Central Nervous System Regenerative Medicine, 2020
— ARk Bioelectronic medicine

% Sinha, Nature Medicine 19, 654(2013)
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— Digital therapeutics (DTx) deliver evidence—based therapeutic interventions that are
driven by high quality software programs to prevent, manage, or treat a medical
disorder or disease. They are used independently or in concert with medications,

devices, or other therapies to optimize patient care and health outcomes.
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3.1.1 A — =294

O (=) FHRAKJNIH) = 3% 7|5 (Common Fund)oll4 2014 SPARC(Stimulating
Peripheral Activity to Relive Conditions) Z&Z 13 FXx}-235 HF3E38)

- (F3) ¥t A4S AAY vA FE3 dZske A3 2xAAe] A71H AS e
3l A71el Tlee ANAdATIE AET7] N A

— (R 44D 2016W@HE] oF 2,590 ga](eF 3470 ) FA W

- (F8 W) vIFAA AETH H AR AT (SPARC-V), AIBEA 7 2ELA 75
(SPARC-0), AAef HAI(SPARC—X), A AeF wlo]E#|o]~ T+ (SPARC Portal) 4
Bl FH-stod 2020 45MntEd, 20219 43w Rty FAH(E5)3940)

[E 5] NIH® SPARC =218 FauU4

=5 F8 £
o B} AFEsla AHAG A7 n|FAA(H G W F AVIE Alele ofud Ar|ilE 3
Z2) A=
SPARC-V 1= 75
e ®A EolA AR aHE T AAAT A WS zekslr] Hd v F
A gA4E& £2859S o Adeety a3 49
e 2EAL~ UE W BE NS B3 AAAT A H 28 5F
SPARC-0 e ®A EolA AR aFNE A AAAFT FHAY W& ugkslr] Hd = F
Ad gA4& 28359 o Adeley a3 749
SPARC—X e Neuromodprize NZZ AE =& F & Axeke] AlAql NIF5H Alde
3 71E AR Ao JAE B A
o Aok Al FAR& e tAE gAaXA(FAHEA, A&, ALE, Y S
SPARC Portal _P s 4 | x4 g (F45H S, AlZrsl, THAA S
213 HFE AE 59 dolguolx) I XH T
— (AT A7 2 ekt A7) Abelo] AFAE sk TR, F, AW, A, Yol Fo=
T23F A3E SPARC ¥HQ| g|AAE AlFsh] 20221 587X 5408 2] =% AR
O (n)=) W9 2574 8 =+(DARPA)2 BRAIN o|UAME| B2 dgtoz 7} WA A7
AT 53 AB7|E Nitel e A7 FA FH(E6)

— 20149 TS ARES gl WAT AAA, UA A% ol Aefe] i A7)
=

A% AR DTATCL FlectRe(A/1A) Z2AT 241 5 78 9uk el 4 WL

38) Nature Biotechnology 32, 855(2014), Bioelectronics SPARC at NIH

39) NIH, Common Fund Congressional Justification FY2022

40) NIH(2022), Office of Strategic Coordination — The Common Fund &3] o] x|

41) NEW ATLAS 7]2H2015.10.), DARPA's fascinating self—healing body initiative — ElectRx
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(43}) DARPA #7122 2 2016~2022 85719] =82 AlA

[£ 6] DARPAS Hxte} #& AW Z23¥ 3dZ FA () 7t )
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2o N EE FY2020 | FY2021 | FY2022
(2020~2022)
NSIA(Neural | 4% glo] mal|lAtx, Awsk

Signal Interfaces | 2173 A4 o] 7}53) v A &4 1,713 1,692 1,621 5,026

and Applications) A AE 7% A
Restoration of
Auditory and Alzb Ag7ke] FelA SAks SElsh)

] ) B 668 522 - 1,190

Visual Function | ¢]&F A7 z}sbr|< 7t
After Injury
Non—invasive

Neuro L e i e I L - L =1 = el
o 1,200 1,052 - 2,252
assessment v A5 AAR AR A
device(NINAD)
Prosthetic Hand Proprioception &
Bridging th _

. rlf gmgs e | Touch Interfaces(HAPTIX) == 717} 150 1600 675 5434
PO ke gga A4 &4 A A | | |
Cord Injury

2yl AErls g
| e $A% T AHAE
BINACINS | o wlieR AR M EE | 85 - - 854
Neuroplasticity
WEAZY A= 7
%i}- 3,394 2,214 1,621 11,902

O (4d=) 2018 T=7into]l e AA A 2030, & &3te] AAeF #obo] A AFS 71

— EPSRC9| o]¢] Axfer A Z2AEX= 167|Z FH 6%

5

4y yd

WAl AL AR el A ALA| 9
& A A S]] ol2E AR
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o7h4, FHet 1de xHsh A

e
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|1
N

l
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¢
¢

7}A] &7 900t ThE-E o] AR FAF 5191-S(E8)45)
(4d2h) EPSRCe] FAtell o3k A7 Ast= s Fololxlox F8 4 Gateway to
Research(GtR) #H|o|x]2} AF3leE =|ojglon} Bl E7}gH

42) DARPA Z3|o| A, https://www.darpa.mil/program/electrical —prescriptions

43) DARPA(2021.5.), Department of Defense Fiscal Year(FY) 2022 Budget Estimates, 2022.07.20. & 7]&

44) UKRI &3o]A] (https://epsrc.ukri.org/newsevents/news/healthtechchallengeawardswinners/)
45) EPSRC &9 o] A (https://gow.epsrc.ukri.org/NGBOGrantsPortfolio.aspx)
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Beyond Drug : BA17Z7HE 218 viFsH A ]
el et w 5 2]
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53) = H 741 %52(2020.10.26.), FA 877 AF AE A
54) #st71& 4 B EA1H(2021.01.28.), H} |edx A7-abed HAE AT FA A=A A3t
55) A& AT3](2021.12.), Ble] 2@~ FAIHA =W 7] F AT
56) thaknl=r A =25 (2019.05. 22) Hpo] @@~ R&D o 424 FA-FEH P ot
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2BEA | Fa9Y o
Aok AReF AALAA % Aaf A @ AH HEtsd A=
Qe | AR (47] A, 3)
IE L g Ao 7)o awst R s P
s (47) A, 3d)
ZFA G (10 FA], 3+2)
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3.1.3 fAE AE77|(UAE FEA]) - F=H

0 8 4AFe UAd A87)7] Ade 98 wder| 7 49, 38 59 9

FA Ru] 5E Do) AT Y

(ml=) HlA8 A&27171(DTx)E Al <GS wxe= A Ee 7|
XLDJ, A&, ¢35t we dwsted AR EE AZE ] $E&ZTE I (Eu}e

o9 mzgud)o 3 7}A FE)E A (CLASS I1)(E10)59)

tm m]m

— At gAE 71&S FEF SaMDe 57 20139 FA LB 7| FAGFA L

(IMDRF)< A& s}

o
s H7F Al2F], FATGAERQMS), 94 B2t 712l 47HA] Thel=2elE
Z

e 3R AR H ok tigk Jlo|=glelS o

22 FDAE FAC®E Y7 aw<5 T4A5ke] SaMDY

w3 E (HPAA)Jd A S 20139 2 HYE fﬂaﬁﬂﬂ
]

] A9,
n}2460)

% AL EA (Access controls), ZFAF A4 (Audit controls), 934 Ao (Integrity controls), A4
_E_O

ol

2F(Trasmission security) 52 ddelA] A 2 7lol=glal A

- (F% 74 ZAA 2 wApd 2% AE(CDRH): AR 22 514, o8
o

— (CDRH &) AZA X< (HIT), dodeE 7)7], 974 95 4 74
felsl o5 59 7leg 5, yxd Ax i Ay A F(DHIAP)* 47

s A" Wa Bope] 7|E FAE Ager] ¥AY shrhe AAe] wel DHIAPAAL, 1 2

Pre—Cert Z21% FX

— (Pre—Cert 53) HAY L2E 93t 2L A4 ZdHPHZE Ndste=
o5 7]7]e wig 71E2 FDA <9 AZ+& 3
et Prtels Aol Aut Pre—Cert TE 1S WA AEF sfda

s FF AEo dg H7h A

59) FDA (2019), Policy for Device Software Functions and Mobile Medical Applications

7171&

60) FDA &9|0|x](2022), https://www.fda.gov/medical —devices/digital —health—center —excellence/software —medical —device—samd

61) Roots Analysis(2020), Digital Health Market: Focus on Digital Therapeutics(2nd Edition), 2020—2030
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62) CDC, (2015.01.01.), Centers for Disease Control and Prevention Diabetes Prevention Recognition Program

63) Roots Analysis(2020), Digital Health Market: Focus on Digital Therapeutics(2nd Edition), 2020—2030




O (7)) 2014 HAJEA R I A28 { 3] (HIMSS)S Connected Health A3 #HA
o 4] 7iel HUE|= @2~ AFH(PCHA)
— nlgde] 7|7 E dA Exe AFES 77] 9% ohekdt x¥E F5hy] Y3 HFow
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O (°d=) National Institute for Clinical Excellence(NICE) Abs}7|3ef|A] A} 7tol=
ghol W wkA A% x5S 9 A5-#e] AuAdd AT yAE As5A #H
zzaWE FA5, o]F Alg|A B ot AEA FAHTAPT) EELITEE DTxE
Aol AT glef QlE iLi% Tl AF=n o5 AL AlFste AEE HESE
ET7E 285 txE WA AEZ A (3E12)6566)

[£ 12] Yx|€& AE7]7] 3#3 NICE AzAHg

CERL

L HAY AgAes 98 Ai7te] =es ol L8525 ks ojof ot

2. ¥E5, v, #3HN s 2T 5 AdTE AEsH7] sla ANEE ofof ot

A B BP ATl tig NICE 7hol=2fel S whefof gho

7. ABAE Al $AE Wt qckE oo} gt

10. AF2 F715 fule|ES BFste 4 & 7 ol Aoz RE AAbsofokgir}
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gE5lojof ohH HFAHoE T HSTol WY FaAS Aok

64) AssociationsNow News, (2017.10.26.), Newly Launched Digital Therapeutics Alliance Gets Quick Start

65) NICE &so]A (2022), https://www.nice.org.uk/Media/Default/About/what—we—do/NICE —advice/IAPT/eligibility —
and—prioritisation—criteria.pdf

66) Roots Analysis(2020), Digital Health Market: Focus on Digital Therapeutics(2nd Edition), 2020—2030
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I % MCIT 717l 71€ BRA Z2A Axbe| wet A=4-8H 9124 (NCD, National
Coverage Determination), Xl°3A-8¥H¢|2&(LCD, Local Coverage Determination)

2 AT AE s P

(A7) 20213 129 A1 oAl MCIT A& A Hwelu} 3ak kA &
olfr= 2021 114 #AH e CMSe DTxE A&sh7] fle = o & 24

AAE e A=

(=) HEzA DTx A AAed= dAAAES Aelsta HAE 274 AlFel
et AA HAE delE(Real-World—Testing) & FA3stE IRlIH A 0]~
(NHS) England Test Beds Programme® MedTech Funding Mandate *#
(MTFM)e] S+

=3 B A A Y 7Ll 4 (NICE, National Institute for Health and Care Excellence)
oS E53 AFol v|&s Bist=A Hubsle AV|E AR FEdS Eol=
As Hx2 g

< BEAAS EA ) Ay
ek NHS England % NHS Improvementel] o2& FEFoz ¥HFEm Zhof
7149 FEef el therdt 9 AMA x| Hbo] AF

(MTFM) AA AF 471, AR &3 €7l NHS Englandell 4 2A 3 F=x 714
2 NHS Improvement & 7F3 w2 7[4S Algsle] AlF 714S AHAS NHS

Avl s AZGAZRE A ABE s OB Auls AFAA 1&g
AEstel 4d B AF ALE AT

(59) 59 A7 B3 (Gestzlicher Krankenversicherung, GKV)o] A= A sl=
814l 7] (Innovationsfonds)S E8 DTx NS 45t AA A LS A&
|

01T 9B Aulse) FFE AR ARE B AusE AFHE AL H
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i
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# S414 A£Q) DIGA(EIAIR Bas))e] et A4 W& ME F7h A% (p.44~46)

O (€¥) 2020 DTx I 7IHF 55 AYs5t7] s8] "DASH for SaMD"&h+=

— A Stell gk Aol siARt 54 AR A ZraE dAzA AWEA G

— olekx 9| 7 7] 7|53 7] (PMDA, Pharmaceutical and Medical Device Agency) W

SaMD W Aeh AFFAE 20219 A4 2 E3F A Aa 72 A 13 o] A

il
=}
I
jus)
=

°

O (&2F) 27} 9 x4 A7+ A2k(National Digital Health Strategy)el u}
S

W& AHEstH FAIE o5 AHe| HAistn FAE EolH a&F 9

% o|Z Eo] University of Canberra® stdsl =z aee] "vuld A7 tAE T 75 AFE5ho]
A2sy G Ao A ek Fof'o] wE2wH Z g a8 Fol tfEEo Ao v Abejrt
o7 R

© R Aol dFE DTxel Hd B A AW Z2ade ds

PO

Mdseon gy B Pe ug aga

0 =9

Lo

drq) 2 #d 7tol= 2 A FF

O 20199 e2bh iy Ruey 2 el § A74We] 715 she B AW

T UAEE §gst= oA d @ AA o (Digitale— Versorgung—Gesets—DVG) &3}

— o] HetellA= dAfo] Al&SA AFe| dFE F8E F UL F Digital Health
Applications Ordinance/Digitale Gesundheitsanwendungen—Verordnung(DiGAV); ol <14
X 7% (Bundesministerium fiir Gesundheit: BMG)<} dn}olekF o5 7| 7]d14

(BIArM) oA Y A" 29 AAH S AAteF 13

— AW 753k 949 Bl2Ee EErtr] fEl N AlE oo FAY oHHAS odnbolekE
Q)8 717]|ATFHA(BArM) N A AAPEE 331 &4 o 8 W& (GKV—Spitzenverband) 2|

A3t st go FAAR] Gl I vgad dH TS AEHEF

s

O (dA=AzA 2| o2]) 5o ojgrge] A" l=zets st
EE, oBAuz AzgE ddstd ¥
COVID—-19 Wz ox& AHZte] FgAo] xR

WAl Fads] dinlstr] g =
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— (A) 2018 9|8 T|x 3
2020 7lol=gtel, 8 Wi W t]x|HA A9 (DIGA) AW 2|3

0 of
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&

— (A 3) DIGAE &3l 33709 HAE AE7]7]7} A W= F(3E14)68)

w20 AE HE, 1270 AFE AEY YF &

rtt
a
2
>
ofr

A, 1978 AlE a4 o

)

%4, 20199 T AR AA oA

713y

ofy

« DIGAS] o @ Ex69)

=

O

- (B AFSF I £+ Tag 2877], 2 554L AR 7es
o

Ddslofobsr] A, AL, Aol QA (EEY E3)

[Z2% 12] 54 DiGA A % 714 ZA A

68) BfArM 59 oF&E-2]87|7] A} X AF4(2022.6.), DiIGA @3} https://diga.bfarm.de/de/
69) Digital ¥ 7121 5(2021.04.19.), DiGA: Auf der Uberholspur zur App auf Rezept
70) 7d701-i 3] A l/n]. }5(2022_07.), ]:]X]E—] ;127]7] ] 7—]7]—164 x43. Hl—o].
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[¥ 14] DiGA =23 o2 P txE 7|7

NO. ke TEA HAE5 717
1 deprexis FEA U5 U=
2 elevida FEA U5 U=
3 HelloBetter Diabetes und Depression FEA U5 U=
4 HelloBetter Panik FaAH U5 ¢=

HelloBetter Stress und Burnout 28} Holx FEA %5 ¢=5

HelloBetter Vaginismus Plus FEA U5 U=

7 Kalmeda TEA 45 ¢85
8 Selfapys Online—Kurs bei Depression TEA 45 ¢=
9 somnio FEA U5 U=

10 velibra FaAH U5 o=
11 Vivira FEA U5 U=
12 vorvida TEA 45 &=

03.05.2021 —

13 CANKADO PRO—React Onco

02.05.2022
26.12.2021 —
14 Cara Care
25.12.2022
15 companion patella powered by medi — proved by 04.10.2021 —
Dt. Kniegesellschaft 03.10.2022
04.07.2021 —
16 ESYSTA App & Portal
03.07.2022
. . 18.12.2021 —
17 HelloBetter ratiopharm chronischer Schmerz
17.12.2022
. . . 03.12.2020 —
18 Invirto— Die Therapie gegen Angst
02.09.2022
18.12.2021 —
19 Kranus Edera
17.12.2022
09.08.2021 —
20 Mawendo
08.08.2022
Meine Tinnitus App — Das digitale Tinnitus 06.03.2022 —
21 Ak
Counseling 05.03.2023
22 Mika = 25.03.2022 ¥ &
. . . 24 29.04.2021 —
23 Mindable: Panikstorung und Agoraphobie
28.04.2022
24 M-—sense Migrine 04.04.2022 &
. 06.02.2022 —
25 neolexon Aphasie
05.02.2023
26 NichtraucherHelden—App 03.07.2021 —
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02.07.2022

, Novemo: D N o 10.10.2021 —
ovego: Depressionen bewiltigen =
8O+ HEP £ e 09.10.2022
. . . . 03.10.2021 —
28 Oviva Direkt fiir Adipositas LIkl
02.10.2022
29.12.2020 —
28.12.2021,
29 Rehappy HEF i
verldngert bist zum
28.09.2022
30 Selfapys Online—Kurs bei Generalisierter 2 qb Ao 19.06.2021—
Angststorung 18.10.2022
. . . _ 19.06.2021—-18.10.2
31 Selfapys Online—Kurs bei Panikstorung F 37} o] 022
. _ 15.04.2022 -
32 vitadio A2d G
14.04.2023
. 22.10.2020 —
33 zanadio B =l
21.07.2022
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71)
72)
73)
74)
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FolofEebad | 7H41(2019.10.29.), WelolE % ol Als ol AEH 8717 §7H AL Thol=ekal
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(FFAAFANE NGale] TlAR A27)7]e] et e |Ee W] Sle® A(T14)75)
(2% 14] 98717 - A2 AF Bo)E
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O 2021 mloldlolE] 2}&le] HAoE &2
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O 20219 wlo] o @~ SARDI 59 F3) o877, ArsAlojAn]~, 4l a4l
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O AEArrg el AgAAA o] Aulx 2] £4 Y LEE Fa AL
AR7)7) N A, wARdolE AT AT, F8 Aty e 5 109
4 2A3 s B Aele] AEAY AL wEs)

75) AE o FE A A (2020.11.27.), «1271712} Helg Azdde|(By2) AlF dH7|E(FFd AFA)
76) BZAEXH(2022), R7S 5 wloldlelE] 7 A RAS 3 A FA Wk 2

77) A3 ER REAIHF(2021.01.28.), vhe]l ;WA A-akdd A& HF FA AHA s

78) Z3A|-dE A3 A3](2021.12.), vlo l fﬂﬂi FAAHA 2w 7 AT

79) WEhRla QA EE]$(2022.05.02.), 49 AE 1100 FH A

80) =X A5 21(2022.04.18.), \‘4 AY ERxzro]ld A, txY FA ElEiEW g AAHA
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O 2022 74 Ak ZA7|ES AEsts Aok A FAuets W A
A 93k A 7HA 3R Ao w FEWH £F wrEy A AA A mb=,
FH FE7A FAN-SEH s £2F 7 2 315 AdA85)

— HAREAA7]7]9 doly Z]Hb ikt A7

* 7 A F97F obyH EF 5§t AlaA
— AP A A el 111 0 A|LS Ba AlEs) Hude Al
— Al g—FoA 47 ol FAPA 1000 FA =W FUT AT Faxt gl
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O UARASE 3 A3 A9 I

O DTx= R A8 AT+ Y (NECA, National Evidence—based Healthcare Collabo
rating Agency)ellA4 9335t FAlo 57|+ 2 AdHH gEI7|EA|AHS T &Y

— kAo EA7E glofof M, PAA A3 el LA Sl $AHoE ¥
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- (A3 A A AEFGFAZ AF3RYE HEE gRAgEr|e2 dx AITHA F7)
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i

3.2.1 AApe} Fuj-o] 2

u:i
olt
i

[of

0 224 7|y 2 #F5, FDASS AAtek B2

O FDA AALe} 591 vke 7|l 247, 2470 714
Boston Scientific, Medtronic, Abbott Medical 2
19 28 o)At mMES 7|23 34 = 13702, 202149 7|& wE Hd 195.49
e, 33} oF 25.7%0 EEls FE

[X 16] 22 AAL #H 7)o 2 F2

7199 e AP Aged= 22(F7hH
Abbott Medical 430.7> 2¥ 113,000 1888 n| =+
Axonics, Inc. 1.80¢ =g 517 2012 n| =+
Boston Scientific 118.9% =y 41,0009 1979 n| =
Cala Health 0.11¢ & 749 2014 n| =+
Cameron Health 0.24% &g 1194 2000 w| =
Cardinal Health 1,624.79 =& 47.300 1971 ul =t
CVRx 0.04% =& 1099 2000 w| =
EnteroMedics 5.72 &# 1259 2002 n| =
HeartSine Technologies
e £ 0.18% =& 979 1997 wl =
Impulse Dynamics 0.219 2 1249 1996 v =t
INSIGHTEC, Inc. 1.21¢] =& 4839 1999 o] ~ g}l
Inspire medical system 2.339 &y 4857 2007 u| =t
Mainstay Medical
Hstay Aed 0.01%] =& 187 2008 o=
Limited
Medtronic 301.2¢ =¥ 90,0009 1949 n| =+
Medtronic MiniMed, Inc. 6.48% &g 3,500% 2001 v =t
Neuro Pace 0.45% &g 1754 1997 w| =t
Neurosigma 0.03 2 30 2008 v =t
Nevro 3.86% &g 9459 2006 n| =
Novocure 5.359 =¥ 1,1679 2000 oy =+
Philips Medical Systems 34.0o &g 4,999 1896 w| =t
Respicardia 0.239 & 93+ 2006 n| =
St Jude Medical(Abbott) - - - -
Theragen, Inc. 0.008%] =& 304 2014 u| =
7oll Lifecor Corporation 3.90 &g 800 1986 n| =+

87) Form 10—k, 3JAFH Full Year 2021 Financial Results, Zippia, Investing, MacroTrends 5 734 3 #|4-4J(2022.07.18.)
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O A%k 1247t FDA 5% ARt 3
o] F FALE At 2072 A

— s® AR} F 14 AFL 417
5 ol 7, F 3, LoRaE W

4071 = 2010

b salol s1gats) s

- AE, ARAY 2" 14
H 27 o E e

e

al

N,

w~2018d 2078, 20194
Zo =z JEhF(E17)8®)

o)k
H

— Medtronic 578, Boston Scientific 57}, Novocure 37] 5 Z24H 7|4 5] FDA

A A 30%el s AA

[& 17] A 12d 7 FDAS] A AeF £33}
] FDA
NO. A& A 3 =7} 7| &3] A}
A=
Livian®, COGNIS®, o
1 ® A A S w) = Boston Scientific 2010
CONTAKRENEWAL"3RF
Revo MRI SureScan Pacin _
2 ¢ A3 g wl = Medtronic 2011
System
SAaaT 2
3 InterStim® W w| = Medtronic 2011
Subcutaneous Implantable _
4 s Az 2 n) =t Cameron Health 2012
Defi—brillator
Medtronic CRDM _
5 ) o A1 77 gh "= Medtronic 2012
CardiacResynchronization
6 RNS® System =S w) =t Neuro Pace 2013
7 VivaTM Quad XT ARAZ wl = Medtronic 2014
8 Barostim neo Legacy System AR u| = CVRx 2014
9 Sleep apnea device TH F555 w|=r Inspire Medical Systems 2014
10 NovoTTF—100A ok w) =t Novocure 2015
11 | Maestro Rechargeable System H] 1t n) =t EnteroMedics 2015
12 Maestro Neuroregulator H]nt n) =t EnteroMedics 2015
Life Vest Wearable _ . .
13 ) o Al 77 8 n| =+ Zoll Lifecor Corporation 2015
Cardioverter Defibrillator
Senza Spinal Cord Stimulation
14 A B ul = Nevro 2015
System
15 IngevityPaces/SenseLead A A7 gt v =t Boston Scientific 2016
Axium Neurostimulator .
16 kA 55 w) = St Jude Medical 2016
System
) . Nt ) .
17 remedied®System FH FEES o Respicardia 2017
Axium Neurostimulator
18 WA 55 v = Boston Scientific 2017
System
HeartSine samaritan® SAM o)
19 350P, SAM 360P, and SAM A Zuln] auz_ HeartSine Technologies 2017
450P PAD T
20 Medtronic DBS System =S w) = Medtronic 2018
88) FDA(2022), Recently—Approved Devices, Device Approvals
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=0} gk} 9
21 Monarch Fojy A w| =+ Neurosigma 2019
o) 5ol
22 BAROSTIMNEOQO® System A) A 3k = CVRx 2019
93 Axonics Sacral SAF = AxonicsModulationTechnol 2019
Neuromodulation System HAF ogies
24 OPTIMIZER Smart System Al Z}aln] n| = Impulse Dynamics 2019
25 Optune oF u| =+ Novocure 2019
26 NovoTTF™—-100L ok u) =t Novocure 2019
. RS
27 CALA Trio (Sl = Bl Cala Health 2019
Abbott InfinityTM DBS
28 N ° i " llmt.y Svst B AR wl = Abbott Medical 2020
eurostimulation System
Nucleus 24 Cochlear Implant
29 Svst P A2 AA w| = Cochlear Americas 2020
ystem
Inspire® Upper Airwa _
30 Spt' | t.pp (UAS) Y FHEITES n| = Inspire Medical Systems 2020
imulation
Philips HeartStart FR3 _ .. .
31 Defibrillat dA i A A g w) = Philips Medical Systems 2020
efibrillator and Accessories
32 HeartStart FRx Defibrillator A=A 5} n| = Philips Medical Systems 2020
ReActiv8 Implantable
33 Neurostimul t.p Svst WA 5 il Mainstay Medical 2020
eurostimulation System
Kendall Multifunction
Defibrillation Electrodes,
MEDI-TRACE™ Cadence
Defibrillation Electrodes, _ .
34 Physio—Control/Stryk A7 g wl = Cardinal Health 2020
ysio—Control/Stryker
QUIK—-COMBO
Pacing/Defibrillation/ECG
Electrodes
ActaStim—S Spine Fusion o
35 Stimulat HEA3% o) =+ Theragen, Inc. 2020
imulator
36 MiniMed 770G System gx w| = Medtronic MiniMed 2020
Vercise™ PC and Vercise
37 Gevia™ Deep Brain 71 n) = Boston Scientific 2020
Stimulation (DBS) Systems
ASSURE Wearable
38 Cardioverter Defibrillator ) A 5 = Kestra Medical 2021
(WCD) System (ASSURE neET Technologies
System)
Vercise™ PC, Vercise
Gevia™ and Vercise Genus™
39 D Brain Stimulat; 21& w| =t Boston Scientific 2021
eep Brain Stimulation
(DBS) Systems
Exablate Model 4000 Type
40 1.0 and 1.1 System bl ] w| = INSIGHTEC 2021

(“Exablate Neuro”)
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Sabo] B pre—A 10 2018 ] A7
HRE|A A s 4 2015 v kA
a3 A8l =B 90 2016 IRy
3olal A2l =C 31 2017 IRy
ERVE PN A=A 39 2015 IR
2w = - 86 2003 A
v 7 A A~ A A F 2 2020 u] A
n)e € NEEIN 7 2014 v A7}
EE R REIES 5 2018 IRy
B 1) n) Al2] ZB 11 2014 SRy
ApF R Seed - 2019 IR
Mgz A A 5 2019 IRy
srhol A g F e A A= 4 2017 LRy
ool A 2] 3 A A F 5 2019 IR
9 A Aubo] o 78 = 11 2018 LIRS
glo] B g Ql pre—IPO 39 2013 LRy
k<=l A - 7 2019 Ry
ol &ut)Z NEEYN 4 2019 RlR ey
Q) A A 2 A A 5 2020 ] 47
PR Alg]| =A 10 2019 IRy
7 o] v T - 15 2015 IRy
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3.2.2 Hx¥ x87|7] W -9 Atg] E3F

[}

O 224 7 55, 55, FolZzl (A7)
O 224 fxg dxdAo] A9 20219 64 7|% vo|=Zehel v|F5S ofwfte

% AR P QA ANBEIE RYsiAnr £ olfE o877 elFo| ol
o)A wujstes tAE A7)
— HAE Aole el 722 Asgho
Agd oz YA a5, AR
— dAgedA AFE 57.7%(7970), @AYA ©A 7.3%(1070), el AE
35.0%(487)) & e

(298 17] dx ™
A2 A o] go|xelgl [Z2% 18] "y A8 FAA] slo]=ztel JHt T4
o
9
O YyAE RA87]7] d& 7|3 7270 F &l 753k 713 50719 AvjE HA2 94.3
el e (eF 1,300 1), 677 71 A ¢ HF 552.29H 02 JERL(3E22)95)
- AY FEZ vln d& u tAE AF57|7] Hok= HAF Hof tiH] 4.9% &
(A ek 2294 719 AL & HA 11,215%)

% T A" AE7)7) FW HF A £ 2019, FEYE FHF AY F 55229, 5.3% &F

94) IQVIA Institute(2021.7.), Digital Health Trends 2021

95) DTA, DiGA &3 & 57 2|#H(2022.7. 7]%), Product Library 47} (DTx #& 915, Ao Alef #l2))
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[£ 22] 224 YA" A87|7] - 7] 2 FE
717 ) & Qe Agdx 22 (F7H)
AETION 54%wt 2 3014 2012 vl =
aidhere 12w ak gy 489 2019 =d
Akili Interactive 159k g 729 2011 n| =+
AppliedVR 12wt 2 85 2015 ] =
AXENYA 5ujut = o3} 309 2020 73]
BehaVR 139ar e 909 2016 v =
Big Health 15% R 2 2039 2010 u) =
biofourmis 125" 1t & 575%™ 2015 w|=r
Blue Note Therapeutics 6unt oy 519 2018 u| =
buoy 16Wet g 1124 2014 ") =+
CANKADO suint =g o3 29 2015 =4
castor 64 gt e 2284 2012 vdae
Chic Medical - - - =
CINOCORE - - - ol
Click Therapeutics 20wt =y 1519 2012 1=
Cognito Therapeutics Swlul &g o]s 389 2016 n| =+
cognoa 13wk e 919 2013 n) =+
CureApp 15 et gy 829 2014 dE
DARIO HEALTH 299 qk = 222 2011 v =
E—Hi?llt)lir?ec(}hrz;}(l)gies 13w=h &2 69 2008 w4
Exer Labs - 179 2019 u| =
fitbit 1,210 1k = 1,694% 2007 ) =
Freespira 139wt gy 434 2013 ") =+
GAIA 679 nk = 1239 2011 54
GeseTech - - 2015 =
Globant 1,297¥ vt =g 24,504 2003 SARZ23
Headspace Health 77 EE Ty 4319 2010 =
Hello Heart 32wwHE oy 2159 2013 w| =
HelloBetter 23 gk e 99 2015 =4
HiDoc Technologies Sulmt 2y o]s 7 2015 =d
Hygieia 62wk oy 529 2008 n| =+
ieso Digital Health 122wat 2 357 2000 e
JOGO Health 129k e 797 2019 u) =
Kaia Health 28Tk e 2127 2016 ) =
Kaiku Health ouint g 714 2012 A=
Kilo.Health 65k e 3247 2013 M tet
Kranus Health Suint =g o3} 234 2020 =9
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715 Qs Afdx 25 (F71)
LeMed 259 2017 v =
Liangyihui 5007 2015 =
LifeScan 2,499 1981 u| =+
Limbix 30 2016 ul=
LUCINE 51 2017 Zepa
mahana 1109 2018 w| =t
MEDRhythms 607 2013 n)
MedSci 1427 2009 s
mementor DE 264 2014 =d
Mila Learn 309 2017 =z~
Mix Talent 1314 2018 vl =
mundi pharma 824 1952 o =
Orexo 1284 1995 g b
ORPYX 314 2010 7tk
ovia health 1299 2012 w) =+
Oviva 630 2014 =4
Pear Therapeutics 3209 2003 w|=r
Propeller Health 1239 2007 vl =
Renovia 449 1999 w| =
REULAY 254 2020 vl =
S3 Connected Health 2107 1986 u) =
Selfapy 954 2016 =
Shenzhen Fumi Health - 2014 =
Sidekick Health 99 2014 vl =
Sympatient 334 2017 =9
TALi Digital Limited 137 2004 a5
theranica 529 2016 n| =
Tilak Healthcare 114 2017 g
Twill 2549 2012 vl =
Vivira Health Lab 247 2015 =4
Voluntis 1134 2001 vl =
Weimai 55w 2015 ==
WellDoc 172+ 2005 v =
Woebot Health 1114 2017 vl =
Zeen Health - 2019 Z
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— reSETL 20179 FDA7} FHE=2 £9ld ‘Autd tx|& x5 7|7)

- YAE A87]17] 5 1270 AEL wA173A4 2 P A BH AE, xR e
57, BAALE Aol 37, B5H 34, o 4 Bel 2 o= ehd

— FDA%¢l == CEQZ, CEQlZ % FDAS AYPAers E3] vjxl= wpilo] &
velue ZIgAbE 50l 2 Y SF 0 o s o2 e 3y

[E£ 23] FDA, CE 1% HXx¥® X577 AF FF
NO. A& A 3 714 A Ax
1 leva SAF Renovia FDA% ¢l 2022
Kaia Health +LEAA F% Kaia Health FDAZ 3§ ) =F -
3 HelloBetter Vaginismus Plus A 7] Aol HelloBetter CEsl% 2021
HelloBetter Diabetes and
4 . R HelloBetter CEel= -
Depression
5 HelloBetter Chronic Pain WA 5% HelloBetter CEQl % 2021
6 SparkRx -2 Aol Limbix ﬁ%i?%A%{ 2021
7 TALi FolE Aol TALi Digital Limited FDAA & 2022
8 Daylight &t} ol Big Health FDAR A= | 2020
9 Deprexis & 7ol Orexo FDAR A= | 2020
10 EndeavorRx ADHD AKkili Interactive FDA% <2l 2020
11 Vorvida EAAE Aol Orexo FDA% 4 2020
12 Somryst 1 A} off Pear Therapeutics FDA% ¢! 2020
13 BlueStar o) A} A} ol] WellDoc FDA% 2l 2019
14 d—=NAV o) Aol Hygieia FDA% <l 2019
15 Nerivio HE5 theranica FDA% ¢l 2019
16 Sleepio = A} of] Big Health CEel % 2018
17 reSET-0 EAAL-E Aol Pear Therapeutics FDAZ <l 2018
18 Freespira PTSD, &3 Freespira FDA%<l 2018
19 reSET =28 Aol Pear Therapeutics FDA% 2l 2017
20 BlueStar o) A} o] WellDoc FDA%¢l 2017
21 Insulia o A} ol Voluntis FDA%<l 2017
22 Kaiku Health o A T Kaiku Health FDAZ 3] )| =F -
Dario Blood Glucose
23 o o 2} ol DARIO HEALTH FDAZ<l | 2016
Monitoring System
24 Propeller &7 A% Propeller Health FDA<%al 2014
25 PEAR—-004 & z2dy 5 Pear Therapeutics vlo] Zg}gl -
26 | Theraxium Onlocogy program ok Sk e Voluntis 1}o] = g}ql -
27 AKL—-TO02, T03 A, Akili Interactive y}o] = g}el -
T8 §-&7ol
- = . . _
28 CT—-141, 152, 111 % =go 9 = Click Therapeutics g}o] = g}el -
% 5l Bael 9 ) AFL W w3 AF olF o)) UFE A 2T AA AFLE v)sto]
A5 aHE AFste ATE e NEALE s ellA v A tA"E AE57|72 575,
U AA oo r s dAus AFo| ARt Jug e EH AFES AA.
96) DTA(2022.07.14.71%), Product Library #7}¥
97) AlFeloFFeh A (2022.04.16.), 2022\ A3 FA S| WEAE A7
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O W HA™ AR/ AL wEE Astr]l GE WA 1 Feln] 2479
WA 7143 e A0 R hebd(E24)99)

A&

N

o3

¢

~ A=A olalel A #AF @ 715 157, AEB FAA 4 719, Al2lAC
o1 1) 714, AR VA 57 Yo ey

# AlB]ZA 209~409 9, AB]|ZB 5049~150 %, A2|AC ¢ o, Hop¥ xo]HF99)

— FY% Ao 20219 WELS 4690 ® ER
- A" A87]7] #¥E 7| Ay G 29.19 22 S dAkek wd
W<t of 587l wis) of 1/257 2= e
- 22 YAE AB7]7] oi6] A2 SrEol ARk, A ARt
AB7)7] #E 714 S AelrE Aa, AT F4
4

[£ 24] S HAILE A87]7] #F 7| 2} AFAF

71499 A fA o Rhin A 0 i
FNI #z]o} - 37 2003 ] Ak
2 Algl=A 19 2017 u| A
gl u}g) PRI 11 2017 LIy
=89l Seed 27 2017 v A}
gho] A ul B] ~ A2l =B 45 2012 A7} (2~
Fme) Pre—A 19 2021 v A7
npel = of o] o} o] A A 11 2019 IRy
W] 7he) eb e A Seed 7 2019 v Ak
W ez A Seed - 2021 ] Akt
B el gl SRRy 2 2021 IRy
SRR 25PN - 28 2016 ] Akt
Z o] h A 8] ~ =S 4 2020 v AR}
o}z|u}lo] & pre—IPO 85 2010 n) A
ol Em| ~ A2 =B 58 2015 ] k7t
ol 1 o 2~ A AF 5 2019 v A
o 2~ uty Bt FEl A~ Al 8] =A 38 2019 ul A
el = - 144 1999 ] Ak}
B - 16 2019 vl 4%
ge NEESS 18 2016 LIRS
o] R 1 pre—A 26 2021 LIy
eI - 9 2017 n) A
3}o] Alg] =A 28 2016 IRy
RS NEES: 28 2015 v A
A7}k ek REEIN 3 2020 IRy
HEAZEIRY pre—A 30 2020 u| A

98) TIPS #4d IR AE, TheVC AFE HA 2 A 7}3(2022.07.06. 7]%)
99) 1 (2021.08.03.), 2~ElEY FAFo &2 melx A= FA
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O Fu tAE AB7|7)E A% H5 e vho|xekel i WAl AP F4

rr

— Aokx el® TAY A8svE @4 ARae, BEaa 67, e
QAR M Fo 2 LhER(E25)100

— o) T A2o)E & 114 F 9ol 2021 JAHAE AT S8 o
e Ak FEe) P BASE 2dael A=k A

[E 25] 20224 7]& JAAIE A F203 txd X577

AAFAE A F A
NO. 7 A} A >3
1 AL 3 =9 soan s
1 Eb et e x| &AL (A ok A ol]) QAAAE A£ZEY o] 2019.06.13. 5l =
2 | @ol|l gy gtEE A~ ZolT A A ZtEH AT EY o] 2021.01.21. e
3 @efo] Z A M El A~ 5 & Ao FEANY LT EYo] 2021.09.03. s
4 gyoll v = kA Ew= QA A& £ ZEHo] 2021.09.10. 35
5 A EE 2= QA A B AT E o] 2021.09.27. 35
6 R EEREI Y A x| E5 AeeErgg 4T E o] 2021.10.06. A
7 FNI # e} dIE F= QA AE AT E o] 2021.11.22. A
8 FNI #g|o} UFE 2= QA X B AT E ] 2021.11.22. Ay
9 n}el = o o] o} o] F %87 o] A Ao X B AT E o] 2021.12.23. oA
10 3lol bl AAANAE £ZE o 2021.12.30. 25
11 — i QIZ| X & A X E o] 2022.05.30. 23
O Ful tridE2 A=Al Ao uel Hxd X5 7]7] Fokell He] £ 3lovt
AR oz Aol Folslr)Rete FAA Ao AF

— Jbohe, vlelu], SKEEE, KT 5 d2se] E9F FEa7] s £4 9 e

=
vh 5 eheet ¥ Fo 4R AW ARIE 2R sbs4el E9

e,

# 7H7he T|de AlE 283 d=ZeEs A

enabler) &&-& x}x101)

of!

st HlaYz sty ‘deolg o]y o]& 2 (Data

- Al AfasS 2EtES], e wridAe] dd 5 e FA ddE 53
el olE o ATE AA
O] F-7]Z(EMR) 7|4t tA" AAFA o] A Tt F5L

# GCAA, i gAoke A
& FellolEAE B MOUAZ 510

)
WE Fap, Ab2A of

—

100) Alekx REFaAE(2021), o877 AL+
101) & 2xAe] B FEHFA(2022.05.27.), “I}7tS = :
102) BLOTER(2022.05.23.), GCHAI At -$-A| oFo] vlA A AA AA 2] WA &= o]F



i

[28 19] AXeF SCIF =& J|19E & Z2AA

w74 743}

e HAGol (oI =) S Al Fok #d J18= & 1, #4270 J1H=E 27

rir

<Web of Science AAeF SCI=< HA 7|9 =>

(CCCCCCCCCCCCCCALL=(brain stimulation)) OR ALL=(electroceutical)) OR ALL=(neuromodu
lation)) OR ALL=(BCI)) OR ALL=(brain—computer interface)) OR ALL=(BMI)) OR ALL
=(brain—machine interface)) OR ALL=(electroconvulsive therapy)) OR ALL=(brain stimul
us)) OR ALL=(brain control)) OR ALL=(brain interface)) OR ALL=(neural interface)) O
R ALL=(nerve stimulation)) OR ALL=(neurostimulation)) OR ALL=(bioelectronic medicin
e)) AND ((CCCCCCCCCCCCCCCCaeaeaareeaeeccc(((ALL=(EC0G)) OR ALL=(e
lectrocorticography)) OR ALL=(electrocorticogram)) OR ALL=(Ultrasonic)) OR ALL=(cor
tical)) OR ALL=(ultrasound)) OR ALL=(therapeutic)) OR ALL=(electrical)) OR ALL=(el
ectromagnetic)) OR ALL=(acupuncture)) OR ALL=(invasive)) OR ALL=(noninvasive)) O
R ALL=(transcranial)) OR ALL=(intracranial)) OR ALL=(magnetic)) OR ALL=(current))
OR ALL=(neurofeedback)) OR ALL=(closed—loop system)) OR ALL=(photocurrent)) OR
ALL=(implantable)) OR ALL=(brain chip)) OR ALL=(acupoint)) OR ALL=(electrode)) O
R ALL=(photonic)) OR ALL=(magnetothermal)) OR ALL=(photobiomodulation)) OR ALL
=(optic)) OR ALL=(neuronal chip)) OR ALL=(multihaptic)) OR ALL=(multimodal)) OR
ALL=(temporal interference)) OR ALL=(Bioelectrode)) OR ALL=(mechanical)) OR ALL=
(light)) OR ALL=(vibratory)) OR ALL=(bioelectric)) OR ALL=(focused magnetic)) OR A
LL=(wireless)) OR ALL=(galvanic vestibular)) OR ALL=(multi—site)) OR ALL=(probe))
OR ALL=(implant)) OR ALL=(vagus nerve)) OR ALL=(sacral nerve)) OR ALL=(epidural
cortex)) OR ALL=(bidirectional)) OR ALL=(artificial vision)) OR ALL=(biocompatible))
OR ALL=(artificial retina)) OR ALL=(prosthetic)) OR ALL=(deep)) OR ALL=(non—invas
ive)) OR ALL=(non invasive)

O =ul AAef BH SCIH =< 22 AA div] o 3.5% <2l ¥gs AH
Ho g A s} 103)

s
- SCIH =+ =

o
2 AA AHd ZAAFE 9.1%, 7 9.2%F Hod v FFY

-

103) Web of Science ©|o|E{H| o] A~(2022.07.04.)
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of A AAS ¥l (26, 1H20)

[£ 26] AAe SCIF =% Ad=5d AA A5 (DY A, %)
Ax 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
F2% | 20,582 | 22,596 | 23,798 | 25,569 | 26,950 | 30,867 | 32,795 | 35,783 | 41,016 | 45,208
Cla=rs 747 729 798 906 939 1,114 1,149 1,201 1,469 1,655
EIES 3.6 3.2 3.4 3.5 3.5 3.6 3.5 3.4 3.6 3.7

=3 FARRE ?iﬂiF BAE
Ea

Mof A of S 1)

¥ (22 AANASFT - W AAASF) 20129 19,8357 — 20169 26,0117 — 20219 43,553
Zal

o, %LH i%j— #%—8— 2014L4

— S E=Re) R e deA A

| [e] T | e} !
AAANA 10.1% vlFS AR 10D5Ee] AAFgE FFo0F FAH(E27)
[E 27] AR AF HopE A9 1% 32§ =8 AxE A AFHEY: 4, %)

A= 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
24 228 255 251 300 282 341 326 370 324 368
= 6 5 8 12 14 20 16 17 21 37
H| 5 2.6 2.0 3.2 4.0 5.0 5.9 4.9 4.6 6.5 10.1

O 19989 o]F &x|7A] =71 SCIF =i AFE vad S o =2 AA 22270
Z 139 & AAFen "HAA F 3.0% 5 A (F28, 1821)105)

104) Web of Science do]E{H| o] ~(2022.07.13.)
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- )% AAF(F, 5D, FF, QR) o] 0 e wFES A

[£ 28] AR SCIF =& AA AF A2 1570 F7HHES] A, %)

=7} == T v 5
u] 3 159,167 33.3
=d 49,574 10.4
=1 49,216 10.3
of 43,720 9.2
o|&g]o} 32,929 6.9
ot 28,505 6.0
dE 26,107 5.5
Zgx 24,532 5.1
iF 20,997 4.4
pieiEas 19,405 4.1
29l 17,735 3.7
L= 14,469 3.0
EOES 13,601 2.8
BgA 9,993 2.1
Adx 9,794 2.1

e vl (34 5 19) vl 9.1% 5, 59 2 = di8](2, 39]) 29.2~4%
ES 3

o2 oA £ES 4T Fe HOE viehin, 1, 29 AolE of 3292 viehd

[28 21] AAF SCIF =% AA A A9 167 F7HEH -
Z1)

O 1998W o|F &A7+A] SCIw =& wopd vl Al sl A7 s Lofo w5
(Neurosciences, 23.8%)c] ZZW tojn] 2 Zo| nls] F3H(Engineering,
11.9%), 3#}3t7]<4(Science Technology, 10.9%), 3}8H(Chemistry, 9.0%), A &3t
(Materials Science, 8.1%) H-ofe| v|F2 Z2H tn] & Ho 7 e (E29)106)

— dlol= AArefe] AAF Helel AEE AA e Fobol A AFE FEN(35.6%)E
Fell A vrelb A @b A Al 9| dH(Psychiatry, 5.5%), 4l2l8H(Psychology, 4.7%)
Foke} opshA| fy A7t & o] Folx|= HOoE ER

105) Web of Science dlo]E{# 0] 2(2022.07.04.), (1998~2022)
106) Web of Science do]E{H| o] ~(2022.07.04.)
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- Fue B, Bl S AR A 5 ARl AR, 24 e A5H W
AF7} o] Fof At Aol vhebd
[£ 29] AAeF FUe) SCIF =% AH¢l 107] dFRok(=e] : A, %)
229 =¥ 2o T =2 2o
o} 25 | uz 3ol 25 | w3z
Neurosciences 170.026 356 Neurosciences 3.444 938
Neurology Neurology
Science Technology . .
26,419 5.5 Engineering 1,719 11.9

Other Topics

Science Technol
Psychiatry 26,233 5.5 clence Lecnology 1.577 10.9
Other Topics

Radiology Nuclear

Medicine Medical 25,417 5.3 Chemistry 1,303 9.0
Imaging
Engineering 23,719 5.0 Materials Science 1,170 8.1
Biochemistry Molecular
Psychology 22,329 4.7 . 908 6.3
Biology
Pharmacology .
21,959 4.6 Physics 891 6.2
Pharmacy
Radiology Nuclear
Surgery 21,932 4.6 Medicine Medical 761 5.3
Imaging
Biochemistry Molecul G al Internal
ioc emls. ry Molecular 21.305 A5 ener . r.1ern 663 46
Biology Medicine

G 1 Int 1
eneral Interna 90.893 4.4 Oncology 663 4.6

Medicine
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3.3.2 ARk F.9] B35 =3

<Azof 8] A4 A= (B A8 Fole] WE SCIF =F 79 W) >

(("prain stimul*" "electroceutical" "neuromodulation" "BCI" "brain—computer interface" "brai
n—machine interface" "electroconvulsive therapy" "brain control" "brain interface" "neural 1
nterface" "nerve stimulation" "neurostimulation" "bioelectronic medicine") AND ("ECoG" "el
ectrocortico*" "Ultrasonic" "cortical" "ultrasound" "therapeutic" "electrical" "electromagnetic
" "acupuncture" "invasive" "noninvasive" "transcranial" "intracranial" "magnetic" " "

current” 'n
eurofeedback" "closed—loop system" "photocurrent" "1mplantable" "brain chip" "acupoint" "el

non

ectrode" "photonic" "magnetothermal" "photobiomodulation" "optic" "neuronal chip" "multihap
tic" "multimodal" "temporal interference" "Bioelectrode" "mechanical" "light" "vibratory" "bi
oelectric" "focused magnetic" "wireless" "galvanic vestibular" "multi—site" "probe" "implant"

"vagus nerve" "sacral nerve" "epidural cortex" "bidirectional" "artificial vision" "biocompatib

le" "artificial retina" "prosthetic" "deep" "non—invasive" "non invasive"))

O 224 Axef 53] Ed& A4 4FF 2.0% 552 17.3%F Holw ANAoR
= AE JERA(F30, 2322)107)

|
rzi

Aok B8 &4 AFe 2012998 2018744 FEE| AT F AR Fidte
FAE Hel 20219 71E 20139 & A} v FES UE

¥ 20124 8017 — 2018W 1,30471 — 20214 9574

(£ 30] AAteF 224 S8 dEd 59, 55 AF(HY 2D

A= 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
2 801 1,030 | 1,161 | 1,036 | 1,119 | 1,272 | 1,304 | 1,282 | 1,191 957
5 170 426 550 545 631 600 531 670 598 712

!
&]1/
ox
o3
et
(o]
o
\)
S
—
o
L
o
3¢
b_&
L
o
it
o,
ofr
ol
b

o,

F 1
P E
A

107) Wintelips ®le]El#] o] ~(2022.07.05.)
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[23 22] AxlF 22 &3] d=d
Z)
O 107 =7p8 53 & 3= A5
2018 o] F FFAsted 2021l 71 HAAE vFERY (27 23)108)
% 20129 42171 — 201849 57171 — 202149 395A
- Wby F=

E
-
¥ 201249 647

z

W oEden b we vF =37}

5 UL FEs FUtste] v E5 Y HAA ZF

— 2018¢ 3167 — 20214 3447

O 10d7F 714 &35 52 233 4

o T O © EH%EEIL U] v 1= o O%
depie, £33 47 59 $20] FEs] Flebs AT vhel(2724)109)

108) Wintelips ©le]Ej#] o] ~(2022.07.05.)
109) Wintelips ©le]ElH] o] ~(2022.07.05.)
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[23 24] AR} F71E S8 55 A (28] 0 A)

O AgiA el meaw Fuf 7IslsS 934" 7 AdAeRE nl=, #£7
tu] s S5 dAFH fe 2 ¥ 5F, VleoldE she A9t B

3.3.3 UAE xB7]7] ZUY -9 =F =3

[28 25] XY XB7|7] SCIF =& 7|9 &5 Z2 4~

% 1A Adbs AL (oIl E) e Al Eok A J= T N, FHi 2 I =E X7
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<t A" 2 87|7] SCl=&F A J19=>

((ALL=(digital therapeutics)) OR ALL=(DTx)) OR ALL=(SaMD) AND (((((((((((((((
(((((((((((((((((((((((ALL (integration platform)) OR ALL=(data network)) O
(behavior)) OR ALL=(mental)) OR ALL=(PHR)) OR ALL=(Personal health record)) OR
ALL=(electronic medical record)) OR ALL=(EMR)) OR ALL=(electronic health record))
OR ALL=(EHR)) OR ALL=(artificial intelligence)) OR ALL=(neurofeedback)) OR ALL=
(AI)) OR ALL=(cognitive)) OR ALL=(CBT)) OR ALL=(cognitive behavioral therapy)) O
R ALL=(common data model)) OR ALL=(CDM)) OR ALL=(VR)) OR ALL=(AR)) OR AL
L=(virtual reality)) OR ALL=(augmented reality)) OR ALL=(data integration)) OR ALL=
(validation)) OR ALL=(treatment adherence)) OR ALL=(prevention)) OR ALL=(interventi
on)) OR ALL=(emotion)) OR ALL=(mobile)) OR ALL=(machine learning)) OR ALL=(dig
ital phenotype)) OR ALL=(deep learning)) OR ALL=(cognitive rehabilitation)) OR ALL=
(real world evidence)) OR ALL=(RWE)) OR ALL=(diagnosis)) OR ALL=(adherence)) OR
ALL=(engagement)) OR ALL=(telemedicine)

O HZ 1097 g A" xE7)7] 3+ SClw =52 20219 7152 24 AA oy
U= fF 1.4% 59 vlFoz 5d3 A 7|9 AxeF Hofhr} ©f & AolE

vheb (231, 2326)110)

— FHXx° FDA %92 W2 Pear Therapeutics® HAE x&7|7] reSET2 20174

S olF U 22 =1 oo AA= 7HEE
[Z 31] "AE A E7]7] SCIF =% dxd AN Ax-(HY: A, %)
A= 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
ZEY 1,001 1,139 1,177 1,267 1,416 1,764 2,007 2,339 4,590 5,843
3= 18 12 37 37 31 38 44 38 72 81
LIS 1.8 1.1 3.1 2.9 2.2 2.2 2.2 1.6 1.6 1.4
— SCIH =12 224 AA dgdd AAE 21.7%, =4 18.2% 5 Hol A|7te] x| F

[29 26] 9AYd X87]7] SCIF =&
)

A= A AF(RS -

110) Web of Science ©o]EjH] o]~ (2022.07.04.)
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O 1998~2022Wd =7t SCIH =& AAM sFe AmiEd = AA 22270+

Z 149 E AA SCIF =& 5 1.7%9 v|5< AA T (F32, 2827)11D)
2‘_5‘

- Arle A==, 59, T, E8) diH e E2 nge AT

[% 32] A" AE7]7] SCIF =& AN A4 A9 16570 =7H=EH 4, %)

=7} =T T ks
o] = 13,231 40.1
oy = 2,489 7.5
3F 1,904 5.8
=q 1,840 5.6
Avich 1,818 5.5
=3 1,775 5.4
o &tz o} 1,753 5.3
2399 1,260 3.8
Adx 1,163 3.5
Zgr 990 3.0
dg= 841 2.5
HaA 685 2.1
YR 682 2.1
= 570 1.7
29~ 468 1.4

L =Fg AAE vlF tiv] 4.3%, 9= thH] 22.9% Fxo|v, 1, 29
T 7kel wl=r2} o == oF 5wl oAk Aol E e FUF ZF AAU A FEY

[27 27] Hx" A87]7] SCIF =& AA A5 A9 167 S7K=H4
)

O el LA BaA Eob7t 192 v FE22 vehA| L,
Flle TH(10.7%), A4FeH10.0%), 212k8H(9.1%), 3+3H(8.8%) #oF
H|5o] 229 dv] & oz JYehd(E33)112)

rirf

111) Web of Science do]E{H| o] ~(2022.07.04.)
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— = ok (8.7%), A AHNHT7.3%), FHARI(6.4%), F& 717+ Hok(5.1%)el
=)

— AdAFFAR(CBT) 7Nk A&717] 54 Aelsh oo 377 283 Aw

[£ 33] A" AZ7]17] U2 SCIF =+ A9 1070 AFEok=EH : A, %)

W =% Hof Y =& Eof
2o} = F H| 5 2o} =& F H| 5
Health Care Health Care
. . 9,847 29.8 . . 183 32.1
Sciences Services Sciences Services
General Internal . .
. 2,884 8.7 Engineering 61 10.7
Medicine
Neurosciences .
2,395 7.3 Computer Science 57 10.0
Neurology
. . Pharmacology
Medical Informatics 2,117 6.4 52 9.1
Pharmacy
Public Environmental .
. 1,672 5.1 Chemistry 50 8.8
Occupational Health
Computer Science 1,664 5.0 Medical Informatics 50 8.8
Cardiovascular . .
. 1,545 4.7 Materials Science 36 6.3
System Cardiology
. . General Internal
Engineering 1,474 4.5 . 29 5.1
Medicine
Science Technology
Surgery 1,295 3.9 . 28 4.9
Other Topics
Pharmacology
1,149 3.5 Oncology 20 3.5
Pharmacy

112) Web of Science dlo]E{# 0] 2(2022.07.04.), (1998~2022)
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3.3.4 fAE xE7|7] -9

<tx® A57]7] 53 HA F|Y=(HA A28 Fold wE SCIF = 7|H9= WHIH)>

(("digital therapeutics" "SaMD" "Software as medical device") AND ("integration p
latform" "data network" "behavior*" "PHR" "Personal health record" "electronic me
dical record" "EMR" "electronic health record" "EHR" "artificial intelligence" "neuro
feedback" "AI" "cogniti*" "CBT" "cognitive behavioral therapy" "common data mode
1" "CDM" "virtual reality" "augmented reality" "data integration" "validation" "treat
ment adherence" "prevention" "intervention" "emotion" "mobile" "machine learning"
"digital phenotype" "deep learning" "cognitive rehabilitation" "real world evidence"

"RWE" "diagnosis" "adherence" "engagement" "telemedicine"))

5351 £ 2016 FH 2AFCR S5t AEH2

O %iﬂé U] A & |
Z 2019 =& vEly 20219 EAF o7 F7HgH(1328)113)

[2% 28] A" 877 224E 53] &4, 55 5L
7)

O "A" A8717] 58 &2 vlx 5357F 2018WHH FEs| S7tetes A=

1
Holn A B3 E¢o] 2021 FH F£3] b FAF vebd(2329)119

[Z2% 29] HAI” A87]7] 5718 S8 & Ax-(29] - )

113) Wintelips ©le]El#] o] ~(2022.07.05.)
114) Wintelips ®le]El#] o] ~(2022.07.05.)
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O "Hxd #8717 &3 522 201949 148 HLog 2021d v|= 74, = 14
o2 5= F7F FAVF EA8 5 7] A A Ao g e (27 30)115)

)
- AAACE 55 E83 5 EF HE7|d AL®E n|Fo] Hol U A
z‘,sx%&l

o
d

115) Wintelips ®le]El#] o] ~(2022.07.05.)
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3.4. 3AH AE8A =4 7leTE TF

O 3AId A5A I AF AEs g 7irle S5 AFe
BEa=, ORE o9 PAFEL £ a9 2 s 7
A2 A5F G A4 A7 we
O elvheke ICT 4ol olslA2 348 AzA Aol Feld ol o]
lgolE Bralm s ARA HA v|& FEL BE 24 150 B

— 20209 7€ 3AIH ABA BHE Ve FES AUE A

olm Zof Hld| FW 7|& FEES HF 80.7%c LA (FE 34)116)
[E£ 34] 3AIH X8A #H FHASI|E 7€ FF 43 0 », A)
N e FE ATA o=
S 3 ) 6][_7 2= =
EERAIT 2% | (») Nz | Leaw
3 Z23ARAA vtz A FAH Y Aa-L2A JE F4 90.0 3.25 4.38
21428 AY FEA 424 2L SoC )
A - 3 ],\ ' ° 4 85.0 3.25 4.25
o AA-AZ 7|e
Ay Hdoly 4 A &47|¢ F4 79.0 2.75 3.63
] oE AdFA T FF FHE JE 74 80.0 3.33 4.33
B t-EFEA & Ee 82.0 3.20 3.70
A 22 AZUHY 7)& =7 | 880 | 344 1.22
% ANEAE L ALY 77 e FA 78.0 3.11 3.44
; AAA AE AL 7E 4 81.0 3.60 4.20
A" dAA 7)& =7 80.0 3.67 4.00
71 | HAAA A7 Ad FH L AF-AdH e 7 75.0 3.67 3.70
& HAE #= P =4- & F7 70.0 3.50 3.40
R Z=7 80.7 BE R
= Z|A-Ax= B A 80.7 PE 5
o}
=] Ay Fd 4 80.8 +5 T
Bzl s B 4 77.9 HE T
7]
= ICT-SW Sz =7 83.0 BE R
O =u 34t AEA AlAe] akgd & HF = SAF Syl oEst= AbE
- %LH A A EA AFAN A 7| E2 HF 3.3FH(EEF), SN HA 3.98
()22 S8 Ao nla] AAAQ] 7| N 5Hol Aoz HolA
* ul% AFTHA AL y|E 2 S BE 4A FuloA] 5802 €Y thA

116) KISTEP. (2021). 2020 71&+E=%7}
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yd

3.5. 3Ad AE5A I BFAL A I

3.5.1 Ak we

O At AdHAE ddE FAs G

dx Eolsa ttd e JoAATE Fotsk=
FA R AAEATH A7 A7) AYE FE2R e A S7H2E3D)UD
— 4971(2013) — 10074(2017) — 20371(2021)
% Ao}

A= (A, A77|17I A5, AZIAFAE, AAAS, A5, AFH A=,
electroceutical, neuromodulation, brain stimulation, transcranial stimulation)

[23 31] AA} o= Hof 78 FFAYL A Ax(=g): A)

A4 A

o
PEe 2% 59

.

t& REEShA|RE ARbA o w
Al (28 32)118)

[23 32] AR FFAY FAF A0 (29 A= )

117) =743t~
118) =7}3str

Q

|€ A A" B A A (NTIS) dlo]ejme]lA #HA(2022.06.)
|& A A - B AN A (NTIS) dlo]ejmo]A 7HA(2022.06.)
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[oF

O Al ADAA Fe ZI2dT, HEdT, 87T colAW, ALdAAT

ATu= AT, MEAF, V| E2AF (2933, 17H34)119)

ST 223wwt &, AWl 1929w 2

[2% 33] AR} A7 2AE A F(29: )

- S8ATE sk AT WA wls) AY DA F(207) 7k A AP AT
(2239 21)7h B Wo2 7 EAT u] of 2ulo) Ak FESR vhebd

[23 34] AR A770E SAE AT A7 (2 gut )

119) Z7t3akr)| =2 A A B A8 A (NTIS) dlo]ejw o]~ HA(2022.06.)
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O RAA7Zt Fob HFAor FH7PFE, AR, BAR Fo Aol Wk,
2018 H-E] A Abgde] A o] FE35] Ttk FAI(LH35)120)
- FFIRER 201849 163.99) o — 2021 216.7% ¢, oA kgl 20184 111
d — 2021 29.29 g7 FU}

[23 35] AAe} Al FHFEAE A70(F9]: o &)

ZA 0 thehA fE A7 FHE 9 7]ﬁoﬂ%_9] 3} A o)

‘%‘Lﬂl ﬁLvHi} R A FYS B3 AE N AFr) A Sy =
— 2013~2022 AAtek 3y A 1,30570F 7HF ol A Hste AbslS AHelvlE 9
Abglo g |, & NRIZIEAN] 5ol 630702 A A (A AReF Al L] 48%),

Flolo ¥t d A7/ (13071), vte] -2 87|/ E(407)) At o= o] A

120) =7}34akr) A A - B A8 A (NTIS) dleo]ejmo]A #HA(2022.06.)
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3.5.2 HA® A&7|7] A" AFAY A NTIS +4

O "AE A77]7] AREAYL FA= ARG AEAY A g2 dbdx o}
HA 5 F7tst= FAHAER YERG (29 36)12D
— i = 370(2015) — 1970(2021), tbd = 07](2015) — 7170(2021)

oA AB77] JA=EEAR ARV, HARARA, £ZE

ol&57]7], digital
therapeutics, SaMD)

(2% 36] HAY AE7)7] chd= o P28 AEAY A AS(RSI:

W)
O AYIAAG dAfus dd s, gfdx A £3 107 o]y AR Y A7}
e 2019928 A 323winkel A (2337)122)

[29 37] HA” A87]7] AFAL HAG Q76| (5 A )

121) =7}3}38t7]

s A A B A 8] 2~ (NTIS) dloleluo] 2~ 740 (2022.06.)
122) =7t=pety|

A A B A 8] 2~ (NTIS) dloleluo] 2~ 74 (2022.06.)

iy ol
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O ALHAA F= NEATF, 712dF,
- &dTF, NEAF, TE2ATF (2
— AT FA e FA A Mo] olojx gloew, JE2AFY SE&HAT HA Fe
20209 -8 F7tsl= FA
# 20219 71E2AT 157, SgAF 157, MLAT 6170, FAT Au] J|E2AT 1749309,
S8 476 Rk, AT 367 bR

[Z23 38] HAIR AE7]7] A7 <AE A (=9 )

— J)|E2ATFe} AT A Y AFu|7} A e B S8 TE JslEeRo R

Tolvbe Ao® e (2021 4769 REY —

% 20219 712 157W, 87 1570, T 6170, FAlg A7l ZlzdT 174k,
+&AT 4760, AT 367 R

[23 39] HAI”E AE77] d74E SAE JAG v (D9 W=t
)

123) =738t s x| A A B A8 A~ (NTIS) dle]ejwo] 2~ #2(2022.06.)
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O AA7NZE Fok HAHOZ Aboiy /l Agle] 7hd wskem, 2020 7]
| §43 =

- EREA Al FauAT e Aol FEI Fohehe R

[Z23 40] HA™ A87]7] A FRAFAE d7a](9]: o )

O fA=" A&7]7] A= HHF

AT 277 d AL (2870), A3 7<
ARH(217]), rie]l o277 (1870), 7Hel7] & w= A (187)) 2= Xl 1125)

3.5.3 3A|It] A EA AY EF Al A LA A HE

24

O 202249 6% 7|& NTIS 5% AAr|sfEdade] A= F 2570, olF
Z|ZAT 57, S&dT 107, AT 34, 7E 77He® FAH(E 35)1260)

— A A7 of 27 , AT HE ATele 1.1 f A
— 3 ALAA 1974, 51 A d3pA 672
- 594 A4S, HAS ATIA(E 27) = DEFAlelm o] 9

A3E U Wele
A(E 187)e FEHAZ A2

124) Z7}3b8h7) % A Al A B A 8] A (NTIS) ®lo]Elwlo]~ M (2022.06.)
125) S7habsb7) 2] A8 WA ] A (NTIS) d] o] el o] 2 214(2022.06.)
126) =7tastrle A4 A

H AR 2 (NTIS) dlo]efrlo]~ A (2022.06.)

_82_

O]



[£ 35] AR EALG A (HH: A, gt )
A F-3 i Ae%5 =& HEE A A4 Hd Y
3229 - 2 9
AT dEA A 3 100
oA Ll 3 86
A GAA FF 2 113
AT 54 9 AF 1 187
o = A 1 225
AT He7E(AAAS HF2) 3 100
o] T HE7|s(AARZA WA=) 2 113
o - He7lE(o] s 243 AA3R) 3 100
AT HE7=(FAA7A5) 2 150
O A FAAL Fof A 20225 Blo| oA A AFHAYSE HEF FAsk tx]E
Ardlo] Wedatdow tAE A87)7] FAE THE ALY P (E36)127)
— 474 9] AJFAle] 7hEd vlo]e4ke] 7l A 3270 Al W H A" @ AA o] 1674
A S AL Ao Z o|F YxE XE7|7] AT JA = 612 vER
— fx® xF57|7] o 3 5s, FIREDALS ¢al 2022\@ AA A1 459 £,
A Ht AFn] 7.5 H A A
— gxg 2 27]7]19 MES 2P| ger HE ZE A (14)e AsE A=
A ZHEF N A (371), HAlolglE vluto|l A A5 A87|7] /W (17) & e
[£ 36] vle|e@AdTrEAY W HAE X877 A (D9 74, gk )
A £ EHEF TE z3 7|3 717t | g A Fo
2 nEE 45 100
o+ Mute FHAE nled 2] (7]4d F4 Fod) 45 1,000
o+ e A ZAE g g (714 4 FHod) 45 1,000
o+ He A ZAE nled 2] (7]4] P4 Fed) 45 1,000
o A A FHE | FL2-FA7HGEE R 24 o) 45 700
oA 3 AE87]7] FAa-F7A74 (o527 28 Fe]) 45 700
127) AP EAAIH(2022.01.17.), 20225 A 1x} vlo] o & A A wbale] A2 Y A F1
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17} 39 AbAA™ AH(2022.03.11.~03.17.)

— 13 AE 3 28kl 39 712 (2022.03.18. £&F 2x]~44], ZOOM 3] 2])
— 3AH AEA Fo 2 W =9 Axer W bAE A7)V HE A =F
O 34t A=A d3tap HAukek A7 23 AE9193 MNFE(2022.04.01.~04.20.)

— AE L3 A 27 3 J(AH) FA

— NTIS dlo|e{rlo] 2 7|ut Axlek gl tx|e X 57]7] FHFA| Y A #3} B o7 7
O 3At AEA da FAnted A7 3% AE$A3) 2 (2022.05.12.~05.27.)
2} 3] AbHAMH AE(2022.05.12.~05.23.)

- AE4 4

o o
>y

— 37 A9 43

2 3]9] 72 (2022.05.27. 2F 24]~44], ZOOM 3|2])

— 34 AEA #}A VEFE Y ASFT U B oA £, dsAE 9 B
Z 2|

BA ABA 3 AW A 47 ALY NF(2022.06.14.~06.24.)

47 3] o] APAAHE AE(2022.06.14.~06.22.)

22kel 39 71%](2022.06.24. £F 24]~44], ZOOM 3]9])

13| sle] 7k 34T A EA A b =E, 2eW] AE W oA FF

!
w
2
o
Md

O 3AY A5A Az FAsE o4 53 AEHKA3 743 (2022.07.27.~08.07.)

— A& WA 53 (M H) F4
— Al AEA @I AW A7 RuAM(E}) HE oA FH

O 3AH ABA Azt AAUF A7 TR 742 (2022 shib7] o)

— 3A AEA & A A7 B FHFk Rus|(Fa vA)
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A 5%,
3AT] 2R A vek A el

5.1. Az} 2= Aot
5.2. OAE x87]7] 2= Ao}k

5.3. 34 X &4 AFAD 718 A7 A A



51 Aok e A

e

5.1.1. AAeF A7 2 A =7id 2=

[2% 41] RAAF A7 2 A

Ehd 2=

O A7 - kA wet 2A, 54 29, o 1564
O 7124 HAF78 A - 7] (29)
— A xpeko] 7)1&Ht W 2459 TEL AN A}l F ] 7| & tHA
- 71EH7 9 el £F A AAere] $483b 548 ae, AEstE )&
SAIFE o] Bk Pa
#* F7|HER 7| 2AAAFI| A= Hopd AdTAT wl xqiy)Ee 7, dubHo R 5~1370Y 48
O AF3A  A7)(8—104), ©7](3-54)
— AFA e Axet A APE Y 712 -SE-IN 53 AFE A7](8~109) AY
— 71E AFAY, 72T ddsle FHA P e AL e ST AT
sl JAAT @) (3-54) W A
# II)HER 20199~20219 71EAE Ao AFodeAE E S 7t HEe N EAT
4.313(49,2437), g 4.2:d(4,56474), A¢adF+ 3.61(8,00074)
% NTIS 52 347 715, s usHs e 25247, AL A9, 2AF7|7F 1~104 24 Fu &
O oA ezt 24 @ FA7|(10-154)
— A 2 FH SZHELS Aubgel 7)) A 2 SB8S 93k 7|HF 24 i,
7|4 Wlel| wet FUF TEHF e ZYEL A% 5 7ES xdo] BQF AoFE M
O A=A - A7) 2 5, F 154
O HA7F 83t Ad 754 AE, HAdeke] AaA AR 5 A71Ael AI7F 4871 dakE
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&7] [2] Heater system <IAl] LA A& 71eto] 552 &3t Sl A
Z1FAA dx2d 71sol e Aol 3. Ao e FHS ARgsteE AL
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A 271 [3] Freezing $FE FALY *F& 2EE FAg FF9 &3}, F

b 5ol Abgstk= 717
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7] [2] Cooling &F-E W2 2EZ FAgt] FF59 &3, ¥59 44 5
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9|5 8%71%47] [3] Electroconvulsive therapy system %zt Wl i 73k
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FUAGH FAF A7 A=A [3]  Vagus nerve electrical stimulation system,
antiseizure 'H#+e] =4S
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A16180.02

A16180.03

A16180.04

A16180.05

A16180.06

A16180.07

A16180.08

A16180.09

A16180.10

A16180.11

A16180.12

A16180.13

A 9 H 8 G- 7| AF4A [3] Brain electrical stimulation system, psychiatric
therapy &2t EAF GG, &¥ 5)S A5t HAAAH(=EH, B EH
5) Ao A 77

F 5 Y7 AF4A] [2] Behavioural therapy electrical stimulation system H}&

A5 ke YBEHE AN sl BA 7, gelo] A/W2E TR AT

EHAF7I A71A=A*] [2] Electrode/lead, stimulator, muscular 4173 %l

ls__
2 oy gx S FWHAA A7AFFoZHN YAV S RE D Aost= 7]+

¢

oA AFTTATFAIIAFAA [3] Electrode/lead, stimulator, implantable,
muscular AFGNZ vHE T2IEE o] M T Yot HA|ASFo N AHA 7]

e Bx 9 Aojst= 7T

HYAMH A7) A=42] [2] Stimulator, electrical, neuromuscular, gait 3hx]2] FEu}

Hl &2to] B7]es MAstr] 98t ALNABEEAE, WELANE F)S A5t

stz o] 2&FFS L

A7 A=4A] [2] Injured-tissue electrical stimulation system A& ZFE ] &
©

S
gol At =AY ARFNL s AVAF S TEM BE HFAF

Hl o] XY QA FAAHTH7|A=4%] [3]  Incontinence-control electrical stimulation
system, nonimplantable 84T Ev WHATS X E317] Y3l AMEEE HloAE Al
E P

T = —
A2 AS AT YD wE AMGE ol Fol AU Tl 28 AT

o2 Y FF st 7| A=4A] [4] Stimulator, electrical, analgesic, implantable %% %
dHU ARE A7IASEE o)A E AR fEarel v
H71 fle B ¥4 e WA Y AN FF5 I3 AR

ol AP LA F-FHA7A=4X] [4] Peripheral nerve electrical stimulation system,
BxAE FHE A7IASEE oM E AAlL F=a

analgesic BZXEE HHo=Z
e A%y FFT W GAAH ESA R o] &3

of WgA A @AY A3}

N
-

O|APYRYPNAZH7IAFAA [4]  Gait-enhancement electrical stimulation system,
implantable 3}A| ol o] X3sl= A7) WAL BRPAS AA =AM, BHE AGFAA vjx| s}
= TS 2E oA F FAT|ef ol E FAT o ASHAE FAEE AP FA7I

2 7Y Y FAVs BE AT Fod A =8Ad os) AEid

oA AFAATATIATAA [4] Incontinence-control electrical stimulation

system, implantable 84T & HAF XEEF HHOE AATE WA7|AFsI=

719 B ol4stal M=o WEY Ee IHbA O dAs Aed FAVE T
A Ayl or oldE FATY AFE2E FATRH

AL R FAH A7 A=A [4]  Vagus nerve electrical stimulation system,

170749 EHY9E AFse Wyl \UAT AT

d

psychiatric therapy B4l 850l
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A16180.14

A16180.15

A16180.16

A16180.17

A16180.18

A16180.19

A16180.20

A16180.21

A16180.22

A16185.01

A16190.01

A16250.01

B Aoy Aol e d508 FAHT

5 8H A7 A=A [4] Brain electrical stimulation system, antitremor 41| &
d & dsr] 8l HARY ERIGAY 5)& A7) AFsteE 71 A8 T/Y
=

9gEH4 2 Bey 5) 2 92e 240 2 Agat.

HAFSNFANB A7 A=A [2]  Scoliosis-treatment electrical stimulation system
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4] Stimulator, electrical, neuromuscular,

[
scoliosis, implantable 9] Z9HS AAHA I AY HP-& AAA7]7] 3] THEH 9
A&
A

oH2A S A= oA 7T

A HEFSAH A7 AFAA] [2] Dental pulp analysis system F74%9 535S <3}t

ANAAY 2FE o177 fste] ArA=SE s 71

o)A FFAAERA7I A=A [4] Electorde/lead, stimulator, analgesic, implantable

TsdIE Al H9 %_11-‘;_1/} ARE AFske 717 o4 ¥ g= - A5 Az="dS U
3] A

FAY T3V e 94 Ev WY 9AY T A=

T B FAAE A7 A=A [4] Vagus nerve electrical stimulation system, coma
arousal T35 &5 T AHAAY A LS sl PIFARE S ArIASEE 71T E2A
dalolg et vsh mFAA FHddl ol4E =53 &= gegoldz A

Y ANHH 71 A4 [4] Diaphragm/phrenic nerve electrical stimulation system 3
Ats F71H o2 FHEATIL FALAd AZAS st 71T Ao IAMAE F9
of MjiAIg o] A7 o]HY FAVIA ASB2E Hule RFAVIE 74"

k2] &5 A 7] A=A A] [4]  Stimulator, electrical, antiseizure WES oW EE
gstr] S8l Ui, &x & AFshe 71T oY A-A Fol, 5ol 9 HA
upH] 5 X gl AFE3T}

BZA A 7| A=7A] [2] Hard-tissue electrical stimulation system &%) & 7 %2

o] AgEFIE Hste] AVAFEE VIFEA BE ARAFE TEIH

AT AX57] [3] Extracorporeal shock wave treatment system &% %43 %

o BxXo® u& FF WA 5Y(electrohydraulic) 55 ©|&, A& Gt A
L
=

4715 W8 7577 [3] Velocitometer, Carvernosal artery =% & &2l oA
E AA sl 9 2 SHA 5 A7 Wl @Y 79 Al T MNAAET] #8ke

ALY AW - A ERE ALEEE 7T
o5 831F92497] [3] Radiofrequency, heater 153 2G-S o] 83t ¢ X5
ALE-8l= 7]7]
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A16260.01

A16265.01

A16270.01

A16270.02

A16270.03

A16275.01

A16280.01

A26010.01

A26010.02

A26010.03

A26010.04

A26020.01

A26030.01

A26040.01

A26050.01

°|283%87] [2] Resonator F% TS o] &3t ARE HZHOE AE3I= 7]
19 257] [3]  Auditory stimulator Wo]9] HZ FFo ME HI T TS
AR o FIIFe R aEhe ASdhe 71T
259985 8xdA=7] [2] Combination stimulator, class 2 5 7}A] o2 7|5&
zgste] AbgstE 71T A2 s dd TE S B9 T8l 2589 1T
35785 8Z2EA=7] [3] Combination stimulator, class 3 F 7} °]49] 7|55
zgsted AgskE 717 NE 7159 Y 589 T A9 §8°l 3 Ed 71T
45398582 A=7] [4] Combination stimulator, class 4 F 7}A o429 7|5&
z3sted ARgskE 717 ANE 715 Y 58 T A9 §8°l 45Ed 71T
3718t 7] [2] Virilia, extension <I¥FH o2 Aol AHrE FEoFr|AY A
=< wAHs7] 9 FH o= AEsE 7T

=
oA P A 7| A5 X8 [4] Electrode for electrical stimulation system, implantable

| -
NP EFARNAANATAA, AFEHANATAA Fol A AT

97154 %A [2] Electrocardiograph, general-purpose HHEE At Ev FFTOE
712 EE EAEL A 7123 AATE Ay I AR E VB gAY
TE e 7ITFEA 4F BEs FUIE we & AA sy 5 ASE
T AT

Fx AN 28" [2]  Electrocardiographic analyser, long distance Hojzl A9}9]
Az F4l, A WA S ol AR 2F AHE 715, 24 71T

AAZFE A A AA [2]  Electrocardiographic analyser, real time ASd AXE 4A5E

g
AAROE HNFT o3RG L NSdtE A

A= h
AHEZEA7] [2] Monitor, Electrocardiograph A& &FA9E A8k fFallgk 2 ¢
e Al e A2 T o ARE TS 7T
W4 ZA [2] Vectorcardiograph Aol 2 H7|AEe] A7) 9stz go] Wy

=
2718 EASE N1 TEA A% o4 % A AW Sol g

ZE|4ZAA [2] Electrocardiographic Holter analyser A% 34-& ¢35t 33 #7}

712 Zgete] AAEE 7158, ol A 7lTolH, FARY FHEEte] A=

=

FeAAEAA] [2] Stress exercise monitoring system E#HEYW FOo= AJA o] Fa}b
= A |

A AAEE A NESE 71T
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A26050.02

A26060.01

A26070.01

A26080.01

A26080.02

A26090.01

A26090.02

A26090.03

A26090.04

A26090.05

A26100.01

A26110.01

A26110.02

[2] Monitor, heart rate 2o] Ayl E 4 9 Sk F
SHEA A o] &7

Al [2] Vibrocardiograph Al ]3] A7]

>
=
&
ko
r«[o L

>N
oft
>
B ol
rlr
™
offt
o
N
Ju
[«
ol
rlr
N
-

offt
2,

A [2] Ballistocardiograph 4% 4t
A FZE(FE, atheroma)d]

T}

oft ol

&2 in

1o

i

J8

e
o2
i‘-";
Lo
o
»
o

o flo
N
u
ob
rlr
N
=y

2 g
AN
o

o
ofo
it
O

>

i oty L%

A [2] Heart rate meter HAE FAAFEEH B == A 711 H A4
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Patient monitor A} ZF AA AR AL A= 7ITFE2A
A= A == A7 ol 3 ARE dA ST
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St2}7FA1Z*] [2]  Patient monitoring system, transportable 3$kz}e] Zhg AYA|
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AR5 [2] Patient monitoring system module 534 A 3

SAGAN AN 2" T 2Fete] AR SAAREEE RIS HAE 0
stega 4 e I 2HF oz Ho th

AANEGEA 28"l [2] Telemetry system 4&EY FIFE o] 83t dFALF &

AYANE WEHE FHAE D FAN 2

ool e
[l
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X

25 YA AR [2]  Patient monitor, central 03] 2 e 32 A AXE FHAE5Y
AAshE Z71TRA FAlE Bedde A4 me 4 Sl A% ARE 2AsH, F71
e ZEFI e A= A
S §7A17] [2] Patient monitoring system, respiratory, radiation procedure $=}9]
5EY L BFFE ZAR BASE J1TEA AT ASelE A% BE 37 5
o o3 FEE HAIT

MAGANALEE LGS P A =" [3] Continuous  glucose monitoring systems,

self-testing, in vivo A7FEALE 2 AlA T& AWl AdstAY A7 Foll F-2sho
ANE ol EFAL e Aes A5 SAHSs Az=dozA A7) 8 ‘i]/‘i T X

st

- 109 -




A26120.01

A26120.02

A26130.01

A26140.01

A26150.01

A26150.02

A26150.03

A26150.04

A26150.05

A26150.06

A26150.07

A26160.01

A26170.01

A26180.01

A26190.01

A26200.01

H AP 294 E7] [2]  Patient monitoring system module, blood pressure,
noninvasive A &4 BHlAIH O T ZAHHE Ao S AAStA AT e A7
T 93 FrRE D= 7T
#E2¥RHR7] [2] Patient monitoring system module, blood pressure, invasive
daolA BEHoE ZAHE FAo s At AlA e A Soll o3 A
BE WA= 7T

ZIE=947A7] [2]  Airway pressure monitor, powered $x}o] AV|EE FSAHSIE
Z1TEA 4E AlelA ek AR ZA7E A= Ax AT

5854 EHA] [3] Capsule, non-digestible, electronic tracking < % 79| pH,
25 & AEse fe o $AUVIE de Fstd Aol Fdste] 7 ol

¥ 9A [2] Electroencephalograph #2to] wg] Fio| & o] HFE& F st o
o A7) FF AEE V) EFE X
AASAH A=A [2] Telemetry system, electroencephalograph Holzl Zaebe] Al
o A, FAA S o] &3t HY HUEF ANEE 7| EshE A

| [2] Spectrum analyser, electroencephalographic $Fx}e] wg] o
o] AFL R} :uu A7) F ABE 7|55 2H9EY dRet Fu
T ZlTolH A4S s 233
W=7 [2] Monitor, EEG map 73
Al AREsh= 7171
td ks [2] Epilepsy alarm FEEA 230 HAuEA GFASE e A
7 A Tk vp sl A <
NA FAEHH A7t Fidte 7IEZXEA olHd 7|EH ZAHEF 2447He] A
AEEEHF HEF) B4 o] &3st= A
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| [2] Electroencephalographic analyser, long-term recording =}

AN7AZAN A [2] Nerve function monitor 7§70 A7 == A AT 7l5S 7Y
Eﬂ‘fﬂ'}é A ﬂ*c} e v ToE % FeF Wty #% % Wi AIHS &<

%-1 71 [2] Electroencephalographic spectrum analyser 3 3}7] ol 4]
Ed 19 Fug so0= FANMFE 7T

¢35t =A7] [2] Monitor, alpha =3 F 43uE ZFHse 7T

o
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o

ASA [2] Phonocardiograph Ala& 71 &3te 7| FEA AT E 159
H7tsk=dl ARE-gh e

o} A7+ 7] [2] FPoetal heart detector Ejote] A% &F&

Ao BFA 2F d=S St AR AEE E45 2A Az}
Ao & gttt 4¥l B3V E (Fetal cardiotachometer 417 ¥la& A<
71538 71, Bl A=

Ef ol 24 7] [3] Monitor, electroencephalographic, fetal (and accessory) =3 7

Ku}
o
Lo

>
o

7 A 7] (Fetal electrocardiographic monitor) = 3l
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A26210.01

A26220.01

A26230.01

A26230.02

A26240.01

A26250.01

A26260.01

A26270.01

A26270.02

A26280.01

A26290.01

Sao] Hlofe] Wl sl ol ds =S watelel mjors] HolA EAeE A9

ol 3=A7] [2] Monitor, phonocardiographic, fetal BIZHEH o= elole] A4 vf
5 =4, 715st= 71+

| [2] Monitor, ultrasonic, fetal UHIHEED]) 2FT

of Ejole] AA A S FIHsE 7| Foly, AETHCA THE A
st mE AEhe JTE 9yl 2REA e

ERHAI A [2]  Analyser, physiologic, obstetrical data, perinatal =EA|S] A3 F5%
2 gjole] AHbS ZFSlY EY T HHE ZAHoR HAFE AXEA Bl A
A A7), "ot A SA7], "Heot 253 S47], A W & ZA7], oF A
= A7 59 9AH 2RFoE FHA JTh

LAZAH AN A2 [2]  Analyser, physiologic, obstetrical data, perinatal, long
distance Holzl Haete] Az FAl, FAYA S o] &3t BAY AT FF H

obe] AUt =] Bk Fo| FHE EHHOR HelFE X

g Bakol A3
F0ol AYE AHEE AT W L FFYS FARE NTEA W F AT F5
B, 371, 713ke ZASE ol AgE T,

AW PE A 7] [2] Intrauterine pressure monitor, intrapartum 73 -

A F2E 574171 [2]  Monitor, uterine contraction, external (for use in clinic) A}
T =255 SAZA(T okodynamometer)ﬂ- 2o A FF AAVE AR ERY =2
U HSVIE Tt % AT = A o E, 717, FU1E AT

A2 E=EFEYE [2] Gastrointestinal motility analyser Y& &3t HEAE 44
st 9] e AR dF ZF, d¥e SAHSe 7T i) FHe AxE *F4
AA7 2 FE, A &' AA Alz"elth

A8 &7 s5H7I =44 [2] Polygraph 4F A @4, €2 4 5 FH =
= A wEAelE U AEYD RUHS J&E5T ¢ JARL dEoRE
3z

seith. RUE Y duHdds AAEECG), S, A2, ANEY,

S =g A %] [2] Detector, evoked response A=ol we} WA= 7hE fIA
Z

M 5o HelE SNAeE e A

=
do
it
AN
ol
ol
ol
lﬂ
r:u

HEFIAA-SEEA=F4 [2] Stimulator, evoked response '

o

$HE 2R

- 111 -




A26290.02

A26290.03

A26290.04

A26290.05

A26290.06

A26300.01

A26300.02

A26300.03

A26310.01

A26310.02

st Al AFS F= 71T F AT, F AF7], A7) AS7], 71A AF7

A2 AR A SR [2]  Auditory stimulator AR A Y] dFOE, HAAE A=
st o A A& FuEste AA FEEkee] 58 EE HIHEEG) S 243t F
of o]&gth

QA A A A=A

AGEANZHA7IA=42] [2] Stimulator, diagnostic cardiological A Z& P # o] 4
Aol Aol A&3 Blold oz MI|YE2E FHEE] AT ASEA. AHTHA A=

o AL FFH) AN %Y wE FARED S 5 Uk

B o} 2 RE-3- A5 #] [2] Stimulator, evoked response, auditory, fetal ~&At
o] 83l Blote] ARG EE Brlste A=A AT 5 Hol wd afdsi=
of mixete F s B2AFES FFste aUoE o|FofXth &9 AA =&
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el sl Fa4A1zke] A& HAY, AAs= AA

o

el 9
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A26320.01

A26330.01

A26340.01

A26340.02

A26340.03

A26350.01

A26360.01

A26370.01

A26380.01

A26380.02

A26380.03

A26380.04

ST 4A [2] Pressure monitor, intra thoracic 732 WS A= 7171

2 49}e Al [2] Pressure monitor, spinal fluid #Ae} AHH AHH H49 UAHS
SA4st= 7T

AZA [2] Magnetocardiographs 47159 & 93] Ao &5 wat LGSt

Al

[) ]:l
= HAAE FH AR oA HFoE A, siYste FA
¥ ZHA [2] Magneto Encephalography 9] A7 &Fo wz} st v fazs F
3 flelA RAFoR A, sdste A
A [2] Magneto musculargraphy <59 AA&Fol wet FAskE HAtE
AF folA RiFFoz AS, ddsts ZA
F71gsolAA [2] Electrocochleographs — AZb A=l whel 3ol fa} A7 of 4]
dolv= AAE FAsk= 7171

A7 F5A A [2] Radioisotope intracavity radiation therapy equipment A7, &
o, AL el A 5% @S 7153ke vl AHgete ZA
Z25HEUESAHAA [3] Bone absorptiometric ultrasound system
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[2] Ultrasound system, imaging, dianostic, mobile ThF3t
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AR A8 2 5 9 G IR A 2] Ultrasound ~ imaging  system,
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A26430.03 <2}HA]>(2020.10.26.)




A26430.04

A26430.05

A26430.06

A26430.07

A26430.08

A26430.09

A26430.10

A26430.11

A26430.12

A26430.13

A26430.14

A26430.15

A26430.16

A26430.17

A26440.01

A26450.01

S FEAZAFTEAEA [2] Telemetry system transmitter, analysis 9|58 G4
% 1

g, S, F&, 299k B B, AF AUSHE 42 L FYss AR, £zed)
jus

A #-8FYFA G AEEA [2] Telemetry system transmitter, dental image *|#-& 8%

& A%, B, F2, 25} WA B4, % Adels 2A B Ees 4. 4zE

BFEAA] [2] Analyser, medical image 9|EFFES 55t 2o A5, B9

=
A%, Al ALg MSES RS 34X, AxEHAE EFAIE @t

g S54A [2] Medical image, analog to digital transform, DR, CR I 3FH
A

fex]
o
A9 ZA(CR), HAE BA FEAA(DR) 52 °l&std J=2ddE HAR

A HFdE 542 [2] Medical image, analog to digital transform, dental X]Z}-§ 9]
5974 5 "AERE HEsto J4e AR, dEste ZA, AZEAE 2=
=

<2+A>(2020.10.26.)
<2+A>(2020.10.26.)
<2hA>(2020.10.26.)

S Y FRZAA [3] Computer aided diagnosis system 2S5 F4S A-83+A]
T AW AH T i 7ted AEE AToE EA

Hzsted AHgsts AA

DY HEEZA [2] Computer aided detection system 25 @7 WA B4z
=
=+

HAEF & &3, A == AN T2 FAEY o5l Md
=

ERHALAEHEA [1] Telemetry system transmitter 9|58 IS A%, g,

&, 239} A AF AYste A B Y= AA

AFH AN FZTEEYELUESA7] [2] Densitometer, bone, x-ray = U
H

2
93 24 Z2ade ogsd Add 9F B9 AA o 4P B4
s} 2

A5 8YFYdAA [2] Fluorescence imaging system £33 F& Al Ao =%
ZEHE FoAsta SFo 9e vHA 7t & Fote 3, €
o

Fgos Yy Astel BoiFE Nxd
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A30000 A2+ R 21A] IEE 7]F Perception and organs diagnostic devices

A30010.01

A30010.02

A30020.01

A30030.01

A30040.01

A30050.01

A30050.02

A30060.01

A30070.01

A30080.01

A30090.01

A30100.01

A30110.01

XA EA [2] Electromyograph HXE AAS AFste ZHolA A EE A A7
AT T AR wEl FAEE Jr] 5 A 2SS AT
< {5l 289 €88 HristAY €8o] Z8AA e 250 HEH A &
A

LAZAHY2ZHAA [2] Telemetry system, electromyograph HZAo|A Z7|4& 59
F2l, F41, 7155 shv 2AEA

825 A57] [2] Peripheral nerve electrical stimulation system, diagnostic %
2=

Ast A 2% BEL 27195 Aol Ags 5 A4, 27 4529 3
of 5& ABHE TN BRI Wee BAtEA AAY e BxY

_IR[‘

& %

ANAAELEEZAH7] [2] Device, nerve conduction velocity measurement X& 3x}9]
= e

Uz A A7) A=5E 7HFe2A AA AE AZE 55 SAHsE 7T
RS54 7] [2] Electrical conductivity measuring instrument, skin 3§ A&
A&t 5o Mt & A= 7T

g 9 58334 7] [2] Galvanic skin response measurement 3]4-of F-2Hgk T
o AF Aol A7) AdE A Agstd AxEH A& SH TS A5t

o Agate 7T

T AautH E LA A7) [2] Brain electrical stimulation system, anaesthesia =47}
Ak FA o M -G fAE U] fEA AAE AFsiE 7]7]. 78Rl

AAASHA7] [2] Nerve locating system battery-powered QIACl A{F A=E 7}

TEAS APsAY, AAY A F& AU Fdstr] fg 71 AA

I Fer)Te AABAE FAEH] HdE S dEHoE dAs = st AR

A &8ss 7|5 AR FAEH

=] ZISZX] [2] Fallopian tube insufflator W&ol =, ofd &= o]4kstgrs 7}

25 Fdsto AdetAY A ms= 7T

oggnfo] oI =uwlAx] [2] Biofeedback system A7} A~xE AJEF FEuHE
g T AEE ] AYH] e EHAE B9 €3I &5, 25 &5, I

ZAT
=5 )l wgt A, AAHA SHES St 71T

358U A7] [2] Perineometer & FZ9 FHFUYES FABSH S4T € Au F
e, wAZYT FHoR AEHE 7T
A4S A [2] Vibrameter <Eolu # 5o 98 (X %F)S Aoyt A7) ERAF
5 |
=

sahe A

HPE XA [1] Gait neuromuscular analysis sytem }®3 s 7HE9} X5 G

N HBe ARHOE Uy) YT BH N
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A30120.01 37134 7] [2] Sexual function analyzer 4 7|5 B7} d3te 71T

A30120.02 FHE&AH715ZA7] [2] Sexual function analyzer, mobile A7l ATFE A sH=
Fi& FAEA 7]FE HolHE Bt 2475 F4d 59 2w o] &g

A30130.01 &FHAIPH7IEA [2] System, isokinetic testing and evaluation Ao Z5o 7
5, B4 &5 HY 55 % - "WUkste 71T

A30140.01 & AEA17] [2] Analyser, physiologic, rigidity ¢F=olu X & g H7E 913}
of &2k AA ] A2 HeE S88ke 7T

A30150.01 +5AZES3l7] [1] Ataxiagraph &5 HAZ9 HEE A3 47 Y3t AEsE=
ZA47]. v A vtE AE o A s87F & A

A30160.01 AlXAl [2] Chronaximeter 417 7% Ao Wk, AF9 7|27} He F=-A2 3
Ae FAEtA AR E TEA S SHsE 717 AAS 71 FY 281 A/ 5
doz & v AT AS T3

A30170.01 FE2 584 A [1] Pain gauge, cutaneous, manually-operated v} ef Fof £ 9]
gate] TFol B3 A8 T A= AFsH] HsA AEstE a2 A

A30170.02 712 e]E 8¢5 A [2] Pain gauge, cutaneous, electrically-operated W} oF Fof $-9]
ghate] TFol A3 AT T ATS AFSH] HsiA AREstE A7 A

A30180.01 <2889t A [1] Dynamometer, hand ##}9] £dFo] ZPE 52 54, A4
Aot AA

A30190.01 A8 HA [1] Measuring instrument, dental, bite force ‘&3l X|o}o] wd= ()
< 7Aoo R SAHS = V7] GdBEFT T AAZ 7T Aol o3 e E=
ooy Bye Gd & Qo

A30200.01 oEEF=HXE7] [1] Percussor AlA L] YRE wHA EFAHQUA HAA =& F
= 7IFEA HE, F Z AR o]FoX FEHA(RE ZHIY2A) B HA, 1T
719 T Eio

A30210.01 ] Z-&AFHAER] [1] Percussion hammer, manual &9 WHALSFE HASH] 9
skl Abg3t= AEA BFRl WA

A30220.01 9 Z&AEYHF [1] Pinwheel 3|A ulF o] G7l2e o] ¢ 7. 559 7z
< AN@ste dHoll AR&3H

A30230.01 9|58 HA [2] Pressure monitor, general-purpose SIA&] =2 3t QUA e} A A O
Lt 59 dEE A= 1T

A30230.02 AAJEHEFTAEZAAA [2] Measuring instrument, resonance frequency, dental
implant mobility =3 E+ 7|AA WEE ol &5ty YESTHES ABHEHE SHs =
A

A30230.03 AJ=U4HA [2] Oesophageal pressure monitor =9 7]5S AWsAY A= 5
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A30230.04

A30230.05

A30230.06

A30240.01

A30240.02

A30250.01

A30260.01

A30270.01

A30270.02

A30280.01

A30290.01

A30300.01

A30300.02

A30310.01

A30320.02

A30330.01

A30330.02

EF 9/1E o7 A4 Awe gade ZAse T

oY} A [2] Pressure monitor, compartmental o] H-E A= 7]

v

gl tE Al [2] Intrauterine pressure monitor, intrapartum AT X5 Ee T

F 5o ¢8e 243 A7
%

o
o
ol
2
1
2
N
=g
=
[¢)
97]
»
c
=
¢
=
o
=3
E
o
a
[¢)
g
(o
c
-
=N
2]
o
Q
@)
¢
o
1=}
o
ol
lo
°

=]
=}

ttlo
Ao
o
ol
rlr
N

F5 2 A ZtA [1] Esthesiometer, manually-operated 3k#}e] 747}, nfH B =E Al @3t
7] g 7 9 2o 54 71T
712 A2 A [2]  Esthesiometer A+ 7, mHAEE AIPStr] fst A/FE

ahe 77

=

ZYA [2] Gustometer F|Zh& H7Fstaizl 9] FEo HAaS

=
£ Y v4de e AR9AE SHse 7ITEA A T AETH.

A +21ct7] [2] Dental pulp analysis system X9 217 Z& o &2 Fuo| AF

£ 7hete] Aol BA4E SAHsE 71T

A F2A x| o}-2] F82] 7] [2] Device, caries detection, electric AFE o] &3Fo] %o}
Ao FoE FMstE 7T

B x| oA A A] [2] Device, caries detection, optical H-& o] X|ofo] -2
95 g8k 7T

A }-&ZH/d 0|54 7] [2] Endodontic apex locator 7] A2 WE 5 o|&st
of 28 HolE ZFAste AAE 7ITEA AWA R o] ZH AT XE &
Qst7] #f8f o] &st= A 55 LIrh

A #EudFZ547] [2] Measuring device, dental, occlusal sound 3}et2-5 Al *]o}
o] S HAUHoRE FAse V7). LAR~F I BYP S FAEY wAA S
oA He 271HFY 575 SATH

ftlo
A\
)
ok
rir
A
4

952 &Z747] [2] Dermohygrometer <QIAS] 37 A3

IR AGSAHEA7] [2] Skin resistance measuring device A 9] IFEAIFES 4

e 71 FEA B4 e Z%ol Qe AT

A718E547] [2] Electroglottograph 5 %ol HAFS
= al
=

=
zqgon Aol WA A%, TR AW, Lol Aw, FF Tz

PIAA=AALZA7] [2] Body fat/lean ratio analyser, impedance 3&2 W2 5

AA] AIAE Fol AAPL &= 71T
R A [2] Skin tintometer I F] MEE ZHd= 7T

A opA4ZA 7] [1] Measuring device, dental, tooth color 2|o}8] A4S ZFAet=7]
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A30340.01

A30350.01

A30360.01

A30370.01

A30380.01

A30390.01

ol A& LAY 7] [2] Antistammering device Frg AT T& LAAA o] o
AL 7 JAEF st 7T

274127155 AA7] [2] Neurocognitive Function Tester 7199, F9¥ Fof tigh

o A7 A 7TEs At A A vlug FAH AAE AAEE 7T @
w3 THA R AAste Y E ol &3 V7= AYgth

Bl ARG 7] [3] Foetal acoustic stimulator Ej-2& A4 EjololAl 24
< 87 Hol9 ¥ redE 55 A% HHOE AEStE 7T
NAZNHA=S7] [3] Biofeedback system A2t AA5S o] &3t A A EE 4l

b
>
oR
bt

WY A 5 AR BHOR AgHE 7T

Ay

N A FAA718 354 7] [2] Measuring device, fluorometric, non-invasive 3 5-¢j|

=
A8 HATYHAE 52 NASAOR PBSY FoA AW BAUA o A% F
o Aeshe 7171
& F7 7 3

SAAAZITF [2] Kit, test, olfactory @S o] &3t HAZHQ o o
jus

B AAsHE 77

A58000 o5& A 2R} Probe and Sound for medical use

A58020.02

A58020.03

A58020.16

A58020.17

A58020.18

A58060.01

A58060.02

A58060.03

A58060.04

A58060.05

AEHASFEEZZBE [1] Probe, stimulator, external A=7%Xx]9} A AL&3t= A EHA

AWHHEIEZZHE [2] Probe, general-purpose, internal ®Z2F, OEE 5 A& 2
2. Z2A3= ANE ¥g =28

o

I3} AFEEZ2H [2] Probe, stimulator, subcutaneous At=73X9} A A3 =

THWASEZEH [3] Probe, stimulator, intramuscular A=7X]e} A AHE-SHE
SH5HE 28
ANGFSFANAA=EZEH [4] Probe, stimulator, cardiac, central nervous system At

4gEE
A WA AEIE A, FFAAE T

Aol F8H= [1] Electrode, external AR QA 2&E A AU AA 9
A=FE F7] g AYE 7] ErE BERFE AFE o7 A AYsit

A3 EAHAEHS [1] Electrode, electrocardiograph, single-use A9 A7|&5& =
|Eol] F2sts 7T E2A A3 Eolth

= [1] Electrode, electrocardiograph, reusable 4179 H7&&5&
=537 olsl AR R A F2A Aol Thss,

Ao

[1] Electrocardiograph electrode, neonatal %2 27|85 &
of F2tets AT TFEA L3]Gl

A5 FHA A M == [1]  Electrode, electrocardiograph, vacuum A%H9] #7]8%

o

- 119 -




=7 S1el AEAS] FHe A5 ACEAT

A58060.06 T3] u8%= [1] Electrode, electroencephalograph, scalp 3ol F2Fato] 9] G
= b=t Abgske 717

i3
=
do
E o
1)
it
iy
A
[«

A58060.07 AFEHITHA A [1] Electrode, electromyograph, external A ZEHe| F-2alo] Z50]

b ARz AAAINNEE BASE )T

A58060.08 A EHHAZ|A=7]8= [1] Electrode, electric stimulator, external |3EHe| F-2+s}

A58060.13 <t &%= [1] Electrooculograph electrode 2P ZAIS] e B7HE 98l &=
T8 gRol Bl ASE ADste © AH&ste 7T

A58060.14 EHE|o}F3] 8% [1] Foetal scalp electrode Ejo}e] A A5 E AT & J=EFH
Azl Efobe] Falo F2tste] Ar|AEE ALt o AHEsteE 7T

A58060.15 Efo}F3]&FH M= [1] Foetal scalp electrode clip Ejote] wji-9} A9 mye g &
2] AZNNFES F-detr] 9 71T

A58060.17 AW IS LA [2] Electrode, internal LyHZQl Q1A AFTE ZAEAY QA o
A4S F7] A% ANY 717 B2 EFE AFE o)A A9t

A58060.18 T3 k&= [2] Electrode, electroencephalograph, brain F3|WellA ¢ F<

2 AHHEEE 7158k Aske ARgEEE A=

A58060.19 &A= [4] Electrode, cortical 2] ZEHo|L} AR AA|H == Drjxoz X
3t HE AFsAY He #AUEFE VS A

A58060.20 ZHAIHF [2] Electrode, electromyograph, internal <5 v A ZA ] A4t

o AAAZNNEE ZA s A=

A58060.21 H71A=7137= [2] Needle-electrode, electric stimulator =& o] AF{FE Z&|7]
3 Ab&steE H(vhe) FE A=

A58060.22 3| HHAALGAEHH 7| A=7]-= [4] Electrode, electric stimulator, heparin %] <]

ARE 7] 98l AmHe Pt smdo] 38 AT

A58060.23 W3-8 = [2] Cystoscopic electrode 3339 Tk AAA W@ HFsto] A5&
7t & A7EEE AAEE A
A58060.24 2l=7= [2] Oesophageal electrode =9 Z&F5& A=3l7] 93l o] &t AF

=
A58060.25 Eo}F3] 8= [2] Foetal scalp electrode Atz W] Ejote] F3jof F2psto] gote] A

A58060.26 ZIHIEIE A A= [4] Catheter-tip electrode AUlol st Ao A7 1Ae] st
7

AN, AR AAE 718 52 A Aess A3

A58060.27 3| S AALE7IEIE] J A A= [4] Electrode, catheter tip, heparin 3 3@o] ALg&& 7}

- 120 -




A58060.28

EEEREE

AU [4] Intracardiac electrode AlTol]l A X3l HAT Ao & Adsty] 93l

A AgEE AT

A83000 7§18 A7) A=7] Electric stimulator for medical use by personal

A83010.01

A83020.01

A83030.01

A83040.01

A83050.01

A83060.01

A83060.02

A83060.03

A83070.01

A83080.01

A83080.02

MAEAF32=7] [2] Low frequency electric stimulator for medical use, home use
duA oz AFoly 295 JiAdel ol &ste AF H ZAS BA. A5 IR F
I A AAEA 7] el ArjASo] RS AM(HEAALR) FFol A= F
9 Ee 2 FHd FEdEH.

MRALH LA 7] [2] Statics electricity generator for electric stimulation home use
AA el s FHEES] wi{ Ee T JEE AR FFHGS DAY

a1, o] Ms BolA AAFEZ 3 QAA ol 7HFgo=A A LMAHA AsaA)E H3}

MRAEH L] A=A [2] Phototherapy unit, infrared, home use 94 AU & <l

Aol Mol 2HE 5 B R9o B2 9hslo] AgsE /T

=

ol
el

NQ1-EAe] A ZAL7] [2]  Phototherapy unit, ultraviolet, home use #€j4 W& W
v 5% #HzE ZE A BFE JRAEASEA)Y Azl ol&3th EEFES &g
o

7914 A(PUVA) SR 024, &etals} 7 Ag5E Yol ¥t

£

MA8FdZA7] [3] Visible light irradiator for medical use, home use 3F41(% <]
EL al

& doll= oAk AW - A =7 E a8t

MR1E&L7] [2] Heating pad system under/overlay, electric, home use <l
A D& Ttk 5% 9350l A sAY Ao Astd @AA €& FF S
© A= 7teHs HERA ol AT Wole oA AR - AX=7F Hasit.
MAEF71247] [2] Heating pad system under/overlay, air, home use ¢l
7hetel Z/% &3kl ARS stAY Aol AstE FAelA e T3

rr
of
N
o
S
rlo
i
rlr
=
[
fu
>
o
it
>
oo
et
=)
2
rlr
lo
>
1o
_>‘.l_t’
o
N
b
N
il
fo
o
=

Al 4% d& 7tk

A8E247] [2] Heating pad, water, home use =+
TR BE JIRHE b

7h

T gsks A AU Aol AstE FAAA &
ZA o] & AHEE Wol= oJAte] AW - A =71 Q8 sit).

MA-& 2925 7] [2] Diathermy treatment system, short wave, home use 13~
27.12MHz9] A A3} A& FFo| Fdste] 2§F ¢4t Tl Agst= 7 TFEA
olF AT wole A AW - A=V} Qs

o o

[e]
=y
=3

MAEZ2FA57125%) [2] Combinational stimulator for medical use, home use
% &3 59 5402 F UHA o) Jlee 2FstA AHgsteE 71 NUE =
A9 B, AFa A5 - 2E7] Fol ol I, Tu N Jlee Ha

Fol 257 717 BAh. ol F AT Wol= odite] A - Axs} B

Me8-Z3A=7] [3] Combinational stimulator for medical use, home use 5%
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T 59 BASE T A o139 A5E =aerd AEere AT NAE £d - A
9 @A), AR A - 2G7] Fol ol AFsn, ST B /¥ An 53

A83090.01 7MUEHA71A=7] [2] Stimulator, electrical, home-use <55 43 58 ZHo=z A
7] B2 & ol&ste 7| TEA olF AHEE Wl gAY A - A&7 E st

A83100.01 7H1&Z=S9A=7] [2] Diathermy treatment system, ultrasonic, home-use 52
Q7] 93] olgeke FA. AANUAES 2EA WL o]z 2o

ARSI A 9 Mgy o8t wgol W FEL gsaTh

133) A FoJokFehd#(2022.3.14. A1), [Bx]e=77] 5 2 F548 SFEs77] 5 9 5% S5 #

#4)
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