IEC 60601-1 3.1% A|™ XN|EXI=

1. fIg&2] M (Risk Management File)

2. SW #z|fo|Md 2A (Software Verification & Validation Document)

w
all
Fo

B E 2|AE (CCL, Critical Component List)

>
>

I2H3d 2A (Usability Document)
5. ll+<¥ (Manual)
6. 2H'8l (Label)

7. HIE HAXIE (Electrical Diagram)

8. 7|EfMF
[ MY EXH HEXRY ]

HEXt= Alokx CE CB
1 2|2 A O O O
2 | Sw Hz|Ho|M EA O O O
3 | FRRE 2AE O O O
4 | AMEXTY BN X? O O

At A0 @) O @)
5 |fF< — —

MHIADI S HEE R E29) O O O

2t M= O O O
6 | 2r -

2f# o|O|X| med O O O

HM7|X Holcto|oj O O O

_ Zt 3|20 st 32 @) O O

7 | RE gAX= _ -

PCB 1:1 I{EH L A A O

Bare PCB A A O

JIE2ENM O X X
8 | 7|EtMF —

TUSHNFTEIEE = B9) @) X X

(0: BFHE, A : MM, X OIHZ)

1) WENZE FEOE HEHE YUN N WENEE F2 E= FE Is

2) MEHBY BAE H50 P HEE NYH Ei ISEN HMIFOE HE HE s

ktl AU =AY
Voras Tosling Laboratoly



