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ME AT AL OB AR ARRTE

1 SEH

AR E T A A A i#L#2 O (Endovascular Interventional Brain - Computer Interface, EIBCI)
EBCE % ARATHERS . M NN SEALIIIE . AR IS4 XS5 B 3 O 5l 5 30
T L ER 5 HEARET

AR SCA3E T B A% A L B PR 7 LA AR ALAL) 2 11 PR T R B 3 1) S5 B 2240 R A v 1) A4
FOHRITRER) EIBCI FAR 5B AE A KIE S

ASAAE TR A B A AT 7T JE I B AT R N AR IR S 51297 B BRIT 4%
PR B CRLAE P S HORZER . U 45D FRARI N W R BRI 2 S880E 5 MEAL B
(Y45 S IR AT VR IR TR B KA FRHEE AR 5 (SOP)

AAPFR “HAR” LIRAMEEE, AOEEHE. SN2 IE M BT

2 MuMsIAxH

I AUSTAE AR P ST R SR T AL A A e AN T /D FR 2 R FL e A HBI SR SO
A2 F R R A TS T A SO AN I S RSct:, HsdgieAls (RSB e ) a4
A

ISO 14971 =97 &5 bk — UG & 28 0 22 97 #8 R 1 S B ( Medical devices — Application of risk
management to medical devices)

ISO 10993 (A  ERITFSs—EY% P (Biological evaluation of medical devices)

ISO 11135 [EIT#MIIF A Lkt K —%3K (Sterilization of health-care products — Ethylene oxide
— Requirements for the development, validation and routine control of a sterilization process for medical
devices)

ISO 11137 (FrA#Es)  BRIT 2k HE UK I — 245K (Sterilization of health care products)

IEC 60601-1 PR HEAES 10 BEARALZEMEARNERRIEHZK (Medical electrical equipment
- Part 1: General requirements for basic safety and essential performance )

IEC 60601-1-2 PR A EA H1-2805: HMHA 2K (Medical electrical equipment - Part 1-2:
General requirements for basic safety and essential performance)

ISO 11607 (A HRr ) 2R K BT Sl 1) B 2 — kL R 48 510 225K (Packaging for terminally
sterilized medical devices)

ISO 14155 N A EEST &8 bl AR IS8 R I R & — R IR S8 (GCP) - (Clinical investigation of

medical devices for human subjects — Good clinical practice)
3 KRBFMEX

IHIARERIE S T A A
3.1

MERENAREHIED  endovascular interventional brain - computer interface (EIBCI)
R EEERCRALG] 2 N, QIS 8 HOR AR S5 5 R AR B TN U8 A, AE F RS X 483
for BRI 28 HLAE 5 AL D BR

3.2

NMARINEIES  electro-intravascular-encephalography (EiEG)
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eI A B PP LA P A N SR AR T SR R R M5 T
3.3

AN IERLEE  electro-intravascular-encephalography sensor
LA AN T ARREN A LS BE A TR AR IR 3, F TR ER I8 80 J = B e ik X P& (S 5 A
N U AR AR A AU, AR S L2

3.4

MAREM  interventional electrode
T AR [ e R NRSCEE E, 5 NS ERSE[A A s/ N S F AR s« T BELHERAE S il
AL A BE S M B s, HE W E B &S NEENG S AV S AP sevE .
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