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5.1.3 BEREERBEBICHLTERTHSEE (B 28T
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F LU,
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¥
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DY A b,

5.1.6 IEC 60601 &) —X ., BRTWEEL: ISO/IEC A FRUTAELAXE (YRHLYTRTAY
b, A—HEVUTAFERVYIEIZT7TS5A 7949070 RE2EEL) MOMEER

REWET S
5.1.6.1 ISO/IEC A4 K 5118 |Z, IEC 60601-1 OF IRHEEBEOREHETH-7- (B 1BH) .
IEC 60601 > U — XDRAIE \Bmmcﬁ4F51%E$% SO = — XA S DI
BINZBHE S 72 ISO/NEC A K 63 125< (A25M) |

5.1.6.2 BANZ, B2 7 v 2B EE25 B ST 5, IEC60601-1 0 & O &SI,
IR T EH A BMEATLZ ENEE LU,

MEC 60601 vV — A0 TORKEZEMATS27-0lc, ME(EZT T v 2K TH D

ISO 14971, IEC 62304 & TN IEC 62366-1 # 33 L, ZNICHED Z EAHIREES NS, Zh

LT Y AT, IEC60601 Y —XIZHITFH2HAHBRICTE TN 2, b0

LB ENE,  TIREF) TH 0, BIRDOBE D IZERT S EFITE D RET,
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o ZAOT7 7 M7 A IEC 60601 2 U —RX~DEAEZRTT-DIHEHENEHEE.
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IZ. IEC 60601 >V —XIZBITARXERABRO —# L 05, )

517 SWEREBREZEALTAREZELEL—TH5E-HORYO—2HITH

5.1.7.1 IEC 60601 V) — XD LEOTa =/ ) —F—La v —Fi%, IEC 60601 >V
— RNZBIFB2HHUILETLEIZOWNWT, A SN TV ARIEZER (74— KXy 7 0—7)
B L 22T R S 70,

5.1.7.2 BHEHOBREIL /MR, ERELZET 7— L L TAOHREBMEERAZREL WD, 2
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i i sk 72 W LR R ERE R ET D OILE D,

5.1.7.3 HEMNR O 27 A4 h~D U U 271%, Z3ZFXEICET b TV D,

a) U.S. FDA, MedWatch, Safety Alerts for Human Medical Products [11]" [12], [13].

b) Health Canada - Advisories, Warnings and Recalls — Drugs and health products [16].
c) European Safety Alerts for Medical Devices (exemplarily) [9], [14], [15], [19], [21].

d) Therapeutic Goods Administration (TGA) , Australia, Safety Information of Medical Devices
(including newsletter) , Adverse Events & Recall [22], [23], [24]. [25].

EFRED Y A MIFEETE RV, MOFRFEZLN S22 L bHkD, SORLERIEE LT, US
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BRYAT A (PEMS) | 2—H LU T 4 KT T — 1)

PRl
E

IEC 60601-1:2005 3474 . ElER]O@EHEEHALL T oM@ JERk S
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- XA O FHIC B T 2 #iBI RO 22k nE (B 2 1F, BREEECE R AT
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DIEEEZES, LER-> T, OEm L~ v BREIZRIGS LD, BITORKKZRES Mo E
OMEE A ARERFI CHERF T2 2 L2 BT 5,

5.3.2.2 IEC 60601 ) —XDHhDOXEDE ST+

5.3.2.21 EHIXO® 5545 %OFEEHIIL, IEC/ITC62 XiXZDnREEARTHEIND,

5.3.2.2.2 |IECZEZEATHETZHKIZIT TIEC 60601-x-y] EWIHFBSNfIiEnsd,
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5.3.2.3 BRIRNDOEHEDEE

5.3.2.3.1 #ANZ. IEC60601 U —ANDOEEERICHET AHAEHIET S,
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5.3.23.3 HEAEZOESFIZH T, ETCOEHESHES IIEHER Y AT LZE AR T
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Figure 3 — Product structure in a modularity approach
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