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« [3-1. HERBEDRE]
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3. MIEEERRICHIE O CEHERINSTFIH]

7N

« YIEE (CHHRENDIRDEES TIER U @I
JEit==2%
e [3—1. KERBDIRE]
o TR, BIEOIKRK. BERODIREE
o [ 3 —2. SEEEERODETH - Ehtn ]
o WRHZRIRMmE U THEN
o EIFHERIE R (IR GEDERIAN
- REFRABENER EHRIEHEZ
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IBERFEAE(CE T SmiE

o FoimPRAiT (CRE T DIFBHRFEEICDULT

o BRI CAEZYHIFZEHH DN DD
o FoUmFET(C U CGERRIREIFZ U CLUEDANNDS
o RRESZ VWK DIBEENINE

« &5k
e O E C D¥EZE: Dispelling “Neuromyths” (U =)
« BARMHERIFFS [ MutdkseDIFREENIATT] (CRAT DimiE

INEER (U2D)

o BULY [TERMEE | EEOMRIFE2010/3/19 (HERED)
« 3DFUHICDLTDAOP AR
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HNDI(C

« Oy MTEKSGRMFE(CHS T MEEFERF LA
RS> DEIT

o BIEEB A TR ENBNERBIRRNEDIC,
o EEFEHER (CDODUVWTCERENIICHER L TES Sz,

- RIEEEEZE = ERIFIEFRZ,
« = bF—/)(—TR<, F—=bA-TF—&EULT,
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JGA
iz iiEe#2484+ (NLF : New Legislative Framework)

2010 £1A1H. BFO—_1—7JO—FESEEFZRTSD
HHETOBITEKT DIED EDMezBESILTEDIEHI(C.
[$7c7Em9sHA 1 (New Legislative Framework :

NLF) &ZEXT. HEfT,

EUBNTHIZOEZ/EE L. SE=FEMNSDE#H AGmICHUNT
ZEMECRITDEBNSDIREDIZSHDHIZEEERICEH TS
JL—)LHYE A

- HiZESE (market surveillance) s&{td)L—)L

- BEM MRS DRE (CRAT D)L —)LDBBME{ L SIEBA M

- EEMEHmOME SEFEEDE(L

- CENX—F > OBEKOBEHEL
©31QA2028 :/H\:ﬁd)‘;fﬂ’g*$ﬁ‘ﬂa7®ﬁﬁ 5

’Conﬁdenﬁal‘

JQA

MA, IBH

RoHSHFE(LFMERFIFET (RoHS) 2011/65/EU EHt¥%234ES (PED) 2014/68/EU

13 A #ERAR Al (EU)2016/426 BEIREDERIED 2010/35/EEC
T+ >485 (ErP) 2009/125/EC TI7V—IT7+« AR -85 75/324/EEC
BBENBRIED 2014/29/EU D MEw 2014/33/EU
IBiES 2009/48/EC L=+ —Ffiofaie s 2013/53/EU
REEHES (LVD) 2014/35/EU phRIES (A-TEX) 2014/34/EU
HigiEs (MD) 2006/42/EC REARBRRSEIED 2014/28/EU
EMCIER 2014/30/EU BN - RIRRERED 2013/29/EU
StEsES 2014/32/EU HATDSA IR (EU)2009/1229
IFEEIFt=ERIED 2014/31/EU BEARREERE (EU)2016/425
ABRT—J) sk s mRsl (EU)2016/424 nfit AR E D 2014/90/EU
miRteRiES (RED) 2014/53/EU EBIMEBRDEREIET 2000/14/EC
EFasAEAl (MDR) (EU)2017/745 7T 00— REREER DB 15T 97/68/EC(2XIE)
RN PR SSIRE] (IVDR) (EU)2017/746  IRILF—SAILIES 2010/30/EU
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3. /=T 4 J7A R - IRF « [CXDBESEFHEN L ENER T D
XIESEFHEES 1 —)LOMHEE (ESESEES or SE=850351)

4. HiniHl7z 35 U CES T R
5. BATSEDIERK - REF

6. CEN—F>J%ZHxnrL. BEEEEDFK
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SENEREIE - BEARIE i EZEIE UNABERBIHEOBES =
EE (LT DS, HEWBRFEZELD

EZa1-I)LICKDT
E=EHEDEESD
BENRED

v
RETD RV EEEBE
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HRE L E=FED SE=FHEN
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JOA
#Hia¥E (Economic Operator)

il E EEE |®/=R
(%1)

BEDOD&DOTF(C, Hmziwst, H&E. £EHID YER% EGN
BRAAFL(IEAN. RaOBESHEHIZEZ L.
M—HEUFTr B ZE0—EDEHZED

FECIEA *”ﬁ%%b\EUiJZW(C;ﬁiéh‘CM%b‘tDb‘(a_ RE RE/ F=R

WO 5Y, REEEE EDZH(CLDER YER%
BDEUBADRIEA
WAE EUESt D\ SRm%z EH T 3BERAELIEA. BEE KE 7R
BEUZHERETZLEHTD X - RE
(3%2)
IRFCE TERE CRIGRE. saefVEA. MAZI - - TR
DEARANTZFEN. % BEFREFTTIIERERE (3%3)

A MBEREZRECEDL

%1: CEN—. BEEER. FL—RY—0., BEEEFM. BEBSRE
%2 X - RERMDIEST
%3 BEEEHZ., NL—RY—0., #Eig%. CEN—J. mEBIMERESEEEERE
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\ﬁ A=m=Ipg
L= =F——
EU DECLARATION OF CONFORMITY

1. No ... (unique identification of the product)

2. Name and address of the manufacturer or his authorised representative:

3. This declaration of conformity is issued under the sole responsibility of the
manufacturer (or installer):

4, Object of the declaration (identification of product allowing traceability. It may
include a colour image of sufficient clarity to enable the identification of the product,
where appropriate.)

5. The object of the declaration described in point 4 is in conformity with the relevant
Union harmonisation legislation:

6. References to the relevant harmonised standards used, or references to the
specifications in relation to which conformity is declared:

7. Where applicable: the notified body ... (name, number)... performed ... (description
of intervention)... and issued the certificate:

8. Additional information:

Signed for and on behalf of:
(place and date of issue)
©JQA2020 (name, function)(signature) 11

]Conﬁdenﬁal\

JQA
ERMBROERME - FiMEEMDR -

<E#Em. EFESRSFORE. BAMRUOZLIEOHEFRFCRT iEE EHE) >

SR25k5641R

ANE UL EEIDERDZI. aFaE U EFHBICERA=NS L. XIFAEBELLIE

BDOERDIBIEE U < (FHEICRHEZRET T ENBENE SN TV DHEEES
(BEERFR@MZR<, ) _C'o‘éj T, BB CTEDDEDZ WD,

<Regulation (EU)2017/745 (Medical Device Regulation)>

HEWBEtER. EE. 882, VI DIV 42752 b BRE MREL HBNEZED

fDmET. %ﬁﬁﬁﬁﬁb‘%ﬂcﬁ/\bﬁﬁﬁﬁb‘%F'cﬁba‘ BEEENE MW ULT
- TRIRDZIE. FBh. BifA. %ﬁl T2, BT, HDUIHEF.

- BEVPBAKENSVDZIT. B, AR, &, HDU\(IHHED.

- fEfD. HDVFERFMNFEC(IRBFNRT O REORE. K&,
HDNIEE,

- 3B, UK. ERBIEREZSD. AMKICHERT IO > E rOBZMICKD
IEIRDIEMH

D1 DU LDEELOBNTHEAITZCEZERIUE. BRISNIEEERZEARSG DL

(FARKICHENTEFEN., REFN. HDIWIHNFERICEKD TEKRIT DIEDTIERL

. TDXDIRRFEICKD TEDHEEZMBEI SN DI NEBRNENED,

©JQA2020 12
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JQA

<EEPE>

#&#(alleviation)
FHEN

(compensation)

for aE

2 (diagnosis) (injury)

EZfR(monitoring)

A (treatment)

2 (diagnosis)
F5(prevention)

EZ#8(monitoring)

JaE (treatment)

#&#0(alleviation)

e
(disease)

<MDR>

#&#0(alleviation)

#HES
(compensation)

sZ2I¥r(diagnosis)

for =L
(injury)
EZfR(monitoring)

e (treatment)

IN>T o
FrvJ
(handicap)

#Zifi(diagnosis)
5 (prevention)
EZf3(monitoring)

S8 (treatment)

#&#(alleviation)

e
(disease)

©JQA2020
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JQA
MDRICH 1 3 EEHFHHEROME

5] = Class I Class I Class IIa, IIb Class III
(RE. AIE. BEE (RE. BIE. BEA
aJgerRsM R AR E LIS aJgerRs R AR R)

QMSKRUMNEITE HCER NBETE NBEHZE NBEE
Rl (Z21EFF) St NBEE NBBA NBEE
- BRI R
- BRNEDM
- EMC- 4R
-feEmE e

[z i Boi#ER NBEHE NBEZE NBEZE
(ETPMCF)

HEEE8. UDIER, ERMGEER. ENAEANEE

\ AL
Y Y
c € XXXX
%NB (Notified Body) : HBICK> TARITIER SN /E =Bl

¥PMCF (Post Market Clinical Follow-up) : fR&RKR I AO—T7 v S
| Confidential |
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N
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U VEESS

(ORY FEZRSD)

BRERETAT BRI REEIPHAH T
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WA= =% BRNZEE =& Coee

EN IEC
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(IS S OERBIRZ
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Medical Device Regulation
(MDR)
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EREEMRE | B3R b - BB ICEK
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K ken O T 55 & I iE ik en

(MDD:[EEE 2R 154 & MDR : [EEEHES AR )

* Medical device means any instrument apparatus, appliance, software, material or other article, whether used
alone or in combination, including the software intended by its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes and necessary for its proper application,..

EREES &3, BEEAEAEHhE TERT 20 IChrhoT. HEDZE TR
BEENTERATS2CL2BRLcY 7 by T Z2adh BUYREERIDEL D
LW LR, KE. &8, Y7 VT MR FLEZ0MBOYmEERT
%, (BECEETEOMBZTENICT 256, EEERICEEIND)

¢ (active medical device: MDD) Any medical device operation of which depends on a source of electrical energy
or any source of power other than that directly generated by the human body or gravity and which acts by
converting this energy.

¢ (active device: MDR) ‘active device’ means any device, the operation of which depends on a source of energy
other than that generated by the human body for that purpose, or by gravity, and which acts by changing the
density of or converting that energy.

ANEDH LLIFENDICE > TEEERINTZLDODUAND IR IILF—RICIKFEL T
BE, THRILX—ZTHIZL > TERT 2 EEESS,

ARy PRS- RS

R ER ol & I TR

ANEEE s Ba y % 00
S P N EMSAE RN (HA)
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ERPRETA & 1S

F& PR 27{f = Clinical Evaluation

BRPRET & (&, EEEISIMERRBZ/ERENIC > TR & HREICET 2 MBEEMHFIC
EHL TWB T EZIFFRTEEHIC, FELWERERT — X EFF L AWERRT — X & UNE,
S, AT BFIE, TRTOEEEED 7 T X (. Is. Im. lla, b, 1) THE,

BRI S 1X. BREMEHREZRIET 272012, T4 XICEET 2BAT — X A RIS
ERL & DT BEUFHET 2 4R DEENALZOLX (MDR) ,

FS PR 5452 = Clinical Investigation

FNA ZDLREM A FTMT 27012 ThbNs, IAFLITEROEBRENEST S
®T &K% (MDR)

* 7 UZHIEZTA4TI (clinical trial) L < % BRFRAIFE  clinical study & &
* 75 b BORAAKE) BLUI T RNMDT/NA K L TIZBEREBRETS NE,

RZHEDIER CIIRR) — :
B > | repon en o
BE AR SUER P =

Clinical Evaluation Report

BIEHEE B PR ET{M#R &5 2 Clinical Evaluation Report

R E AR OB
A 2

AOEEHERS  (Notified Body) 4 45 =t
BE AR EEMEAZE R & 2= Clinical Evaluation Assessment Report CEAR

Consultant (2> H L& k)

Employee (BLE3%% it d) Lok

- +  Clinician (E<A)
CERDEH +  Clinical research Organization (ERFRHFZZHET) I EFNESOAE WS
+  Medical writer (BRERSBRCE DIERE) e RS D LT D 1R

(0]

o
(0]
o
o

Qualification criteria (duly justified, if diverging): B&EXE

BEHE®RO L FHOFEPIERED L < IX10F OFPIHREE
A ERICBIT A (Bt ERAR#AZE. ERART — X ~X—X[Pubmed, Enbase, Medline7&])
BElnie (MDD, MEDDEV, |S014971Y X & &I, | SO14155ERKFFE 4 &)
BRPR SR S B ER DIRER
FRAZEHM, TTV = 2> RESEOERT S RECET 20H
* BERICIIERABRXEERES LV YL Ry MBS T 3,

8
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U5 PR EIM D BEF AR

R0 SEIRTEIAM S, #itd 270t X
CERIZ. BEFISERFTTT v 7T — b LETDIRENH D,
(B LT-o&b Y TlEhW)

1. EEEEISDORREE S
2. EEHEIROVIHIE R
(B AEH, CEx—F 7, oM EMREDEST)
3. BEHRBOZEE (KIBREER)
(HFHRDOEE, 3L Wik, BEBRODEE, BINOFERABERNRY)
4, FREREHE D FEHT
(VRO ATy b, BE, FHRIBFHRDEM)
5. MIREAE
(PMCFIFZ 4 E DERARII T ET v R EDF vy TDORER

* BEIREHMED 7y 77— FEFHER (U X7 9H3BEICL D)
. BUYRY HBE
e KURXZ 254

* BHTORFHR 1C 13 BE IR 5% E Post Market Surveillance (PMS) D
F—REBMT S (I—AyUADT—RLEL) ,

9

SRR DN

D)

B BR SHH 0D L3R 1. EEMEOIHR CLrALx) 70%
2. BRARBLER ] 10%
3. FAEMDRA & FRARER
4, BRERT—X7L 20%

B
He2E DI E

BEEROFFE (ML IS DLW T ER, WRE, BEif. 88T XENYTUH)
FEEMHOER (SeiTHzER. XER L OLLE)  #EIDH

DRI F—T AV b

BEd 2 IREDEFHIFE

TFT—RY —REFDIELE

*ZES (EABEM. MR &t 2E7AtEX)

* FRER SR

* HREAEES (HREAZTOTEIZVEICHE)

* 1 HERRIR T ICHE
10
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HAES

i D D70 (2

B PR AT ' A D B B

Stage 0: FTBIER P&
YEAE, BEEE. BRT-2ALOCDL— b
ERIODERET B

Stage 1: B#ET — X DFER
%@7_—_7’\_Z£ <. 'JEHHEET ER PREAER
TBABROT -5 AET D,

* RFREIE LB E O Systematic ReviewD FJEE [ L

Stage 2: B3&E T — X DIETE
YT — 2. BERRT — 2 ICESNT, TRIAE
EEEEAENT 2. (BEHNLERRBRETS)

Stage 3: fRER T — X DT
MBS T — 2. BRRBR. BEBAELLCOTRTO
F—REAWT, BEMEH

Stage 4: FRARFFAI L R — M ERK

11

I EEREER D

fRAREHM T > 7L — MMERK

i

il

TE7T> 7L — b

Stage 0

Stage 1

Stage 2

Stage 3

Stage 4

B PR ST 1 I

HERFMECERER Z L Yﬁ% BT —RXDFAE

(L BUBRAR T — % 2. &arat 3. HEHELDT — %)

FiTH S L DRIE

4 D EERA BT —2H1nE

BRERT — % 1C & % EEAA

RERFFIE L K — | FEL
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XTF—1 BET— XD
SR PR T NET— K

o BEEEIMERTNET — X

R T — % BRBECORET—4&
*EEEAN, 1P 7 1R, WELENRR
RYFFRPLFE— b, BYHR. RE. EYUER

FRER R BRERHT R T — &

FEEEE  HEREBOLS VT b OPMCFRIE T — £

o XEMERIANET—X

BRRT—4% 5SS L < ISt oFEgsRo 7T — 2 % EH
EUBANDERRRICOWTOT =%
Bl55F — & (Z1EPubmed, Medline, Embase
O RNET—%

EREECHA I 4> RE

* BT 5T —XIFEUTERINTLW I EE#ISR THDI Z &
*E—DTFT—EARXR—ZFTchl, EHTERT S
medline, Embase/Excerpta Medica, Cochrane Central > T &%
Pubmed, Livivo, Google scholar —&Ni& %

13

27— 1  BET —XOHER

SE|TR D NMRERTE

o PICO (Patient/Population, Intervention, Comparison, Outcome)

0 MOOSE proposal (Meta analysis of Observed Studies in Epidemiology)

0 PRISMA (Preferred Reporting Items for Systematic reviews and Meta-Analyses
(http://www.prisma-statement.org/Protocols/)

0 Cochrane Handbook (https://training.cochrane.org/handbook)

BEICTREXRIERFTOLDAEE L <, HIR%Z R TIEHR

LAL. B HASHIEMIOVWTIREILINTVWE IO ELWEAZ WAL L,
BBOUBEICELE THERTILENH D,
NEOBHIMBICEND T EHWH D (TETVALRILOES PN, T RAOMELR L)

* B OEET — X R
SUneETF—r gy, EFREEREDOHEMARNALEE LW
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RTFT—T2 BEBET—XDEFE

FRBR SAER D ST A A > b

o Y7t AX

o0 BY)74 B M

0 BYIA X IBEERTE

0 BUASTEEE (FREM. M. EFFRRA L)

o 7Vv& Lk, ERIL

o 740 —7 v 7HREOERE (REZE) (e.g. to record long-term effects)

o BYILT—4, XEEE (B, 7 —XRE. BEERTEHALELY)
F) BN FE

0 BYILT—X, XEBE B T—XRE. AEFRIHALLY)

0 15014155 #3 7 & 417=Good Clinical Practice D T T3 & 117-F%¢

0 BBHMEYY—FLOHRY (NTERAY ¥ —FILITER)

0 MEEEDOFHER

PRARAER ICE W TIZERRATDEHE E RE, BELEL. £T7— X, BE
ZEESVCRGIEE DA, MEINEUATERRSIN/IZZEDNDI—0 v /DA
ONDBELAIREM DB E
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AT—22 EHET—XDET

MENZLAMEZE R EHTINE T —4

1. B o &0 (e.9. ik, (FREER, HWREEL)

2. WETE R Y S A X0k (eg. ERIRE. Ty —YEU T a)

3. NEYRHRET A

4. YR XS IR A DERTE D KA (e.g. BE—&f, FRART — 2 2 REJ % FEHTM)

5 AEN A EEEROWE (g %, BEATEER)
6- %%@%@%ﬂ@ﬁﬁ% (eg ﬁ%%@@h\?_&>

7. ERIERE

Good clinical practice (GCP) : 1SO 14155

EREAE

NILYVXEE

MEZER DA

GCP: #EBE D&Mt S SRz 3et. Ei. k. BLOHRET27HD
EERNAMENS L UORFREEE

O O O O

AR CHARS L < (X ERRR D EL
SERIICHIRT - X AR L WSTEREAR
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AT =23 BEET— XD

3R RS Y%;;ﬁ vy
B E D
HEA . A%MHY
EES:] > SEBAANA] BREREER DB
MHEC . AzkEHY
JRIA e FEEBY
JX7UB ZFRAANT] FREREUER DB H0

PR A NELRIGE
oREI L DX v v THH DH5E
oFf L WHEIT, MRl IR, & U X7 OEFUENBERL TWD
oBR. MR, BICIE. 24, REGERICEENDH 255

17

NSEEWTTT & BRARITFTEIC DT

FR PRI 3Tk
RARIIR DORIED Fii. RERAMAREBEEZERICL 2 BERREE
OB REROI-ODOIEE. BRMAERICET 2E5€F0RMEICET S
BRONKDOHEE % EDT-EE CEM30EMRET)
ENTOERIEICHSWVWT EREKAREOBRADZLHAT)
DVETRTHZZ L | 2)EXER. EEERTHL L L. BWMMEDKEE

TS e
2) REE - BEOHDEEREEALD

[EfTA] | EMOEFNHMEOENEZEH > TT20THRITNIEAFICEEEZRIZTL. XIZBE
ARIFTETNDOHDTE EEE (B2 3EEEZE2015)

TSR IR THALSERARITR A SN L L, ERERE L CRBEEETHDH LI
HEELTLSbDLRALMEEET 20 THNIE, EFREBICEKLT 5L ER. BRHIZEICKY
SHDONLE L,

NEEE > ERESRICREEY > EREERME (LI LENERE)
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AT—24

TLHEFEITL D

1. ZE%  Summary o MM (FERBR. Ffikhd)
e CERDEH
* IR ECESMES. BB RN YR ELES L EEET D,

2. X 0— 70 Scope M TZ)%EEU’PTE UD.:BW(MDD& &)
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