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FUARIEFAT (RS o

FE3: IS0 80369 F A bk Hh B s [ 4 1 ST/ 0 1 S FHT PP A P o A3k e o e LA S Y P, 23 380
R SE IR IR R AU o

FE4: BhHE BRI TTT R 1S0 80369 R AMRUE L K1/ NLARERAF WA 17 1S0/TC 210 A5 Ab4 s, LMELE 1SO
80369 FRAUFRUEAH DG AF IFAE 1T 1L v 2 P IX 6 S it i o

2 HeEsI A

NSRS A SRR T o ANRT A o PLa i E TR 5 1T SO, A0 H 30T RSeAS & T T A Sk
NEAE IR SIS, WA Cads A e ) &M At .

ISO 14971 P& 7 #5 bl —— MUBS: B BEGE B2 97 28 ik () B, - ( Medical devices— Application of risk
management of Medical devices)

1SO 80369-3 = VAR FN AR FH/NLARIESAE 55353 B Wil I FH 342+ (Small-bore connectors
for liquids and gases in healthcare applications— Part3: Connectors for enteral applications)

IEC 80369-5 B JTWMMAA A /INLARIERAT  SB5HE 0 DU ZEAR N ERAT (Small-bore
connectors for liquids and gases in healthcare applications— Part5: Connectors for limb cuff inflation
applications)
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ISO 80369-6 = HIMAAFI AR /NMLARIERAE  H6Er: HiR N IEEAF (Small bore connectors
for liquids and gases in healthcare applications— Part6: Connectors for neuraxial applications)

ISO 80369-7 B WA A TR /INLARIERAT  SE7HR . I A BB N T RAT (Small-bore
connectors for liquids and gases in healthcare applications — Part 7: Connectors for intravascular or
hypodermic applications)

IEC 62366-1 P=yr#vhk 185y Al TR0 B 97 85 Bk 1 B - ( Medical devices— Partl:
Application of usability engineering to medical devices)

3 RIBFAEX

ISO 14971FNIEC 62366-1 51 5 ¥ LA K T~ FAEFIE SCEH] T A
3.1
MifE  accessory
R T AE BT A8 S LT FH 3 iR B s A«
——SETRTIU i s
—— 18 TR R i
—— 7 BT A A
—— PR BT AR B R
B BEE 5 SLAh R T AR 2 & S AR N T fig
& MR A IEC 60601-1:2005, 52 X 3.3, I “EEJraehl” 08 “w#” ]
3.2
[ZF  application
INFLARIE AR AR AR 2 B 7 A () P A P o
e MSRESI T NLE B o
3.3
3£ connection
—ANEEAME (3.4) RSO B BOE
3.4
EIEYH  connector
TTANEORAAZ Bt ORE B AR AR A B A I B LR
3.5
AI4EfHZRME contactable surface
—ANERAE EATAT SR RO EATAT S SR R AR B . BV AR A 2R i
e TEHR T AR AR T W ORI B R SNBSS, sl SRS BRRETALSE I LATTEAR.
TXLER R AT AT g 5 HAR AT R AL AN BAE T

3.6
B/INERIRZS least material condition, LMC
FRiE A 72 NPRHH 8 D I S5 RPIRES o
KA, /Nl

3.7
B AEMAIKZS maximum material condition, MMC
FRiE A ZE NP B8 2 (N S5 HPIRES .
fflan  deo LR, BOKEIAE.
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3.8
F¥rFR (&) nominal (value)
e 2= LN, 351 AR b 225 ()4 (GBI706. 1-3. 69) .
[ H: IEC 60601-1:2005, 3. 16]
3.9
JE3ZEfM R M non—contactable surface
—ANEEAE 5 — NN IEBA A BAE B, 1 A LA AN RE Bl 1) 2 1T
3.10
JEHBEEIER  non-interconnectable
BATAN] JUATT #4385 B TCAREAE BT AN (R B A TE BOE B2 e E
3. 11
B#E patient
2 WERE SR RN S RN .
[HH: BECRAIEC 60601-1:2005+A.1 2012, 3.76, H “ N7 A8 “Advik (A 7 ]
3.12
EH{EHA responsible organization
N BT 2 R A FH AR R TR A0 AT DT IR SE A
E1 SUTSEAR AT LR WIBE B . AMAIRIREE A sk AN Ao fES PN, B A ST 7l L A
Ao
E2: WEMRIBASE A B
[ BSCRAIEC 60601-1:2005, & X3.101, A “Eyrastl” % “— MMER&AHL—IMER
57 )
3.13
/NFLIZ  small-bore
ELAR/NT 8.5 mm SR (1) PN A8 1
FE: YY 1040.1- 1SO 5356-1K15E (1) 8.5 mmItJHES RSB AN N & — A MRS .
3. 14
BirF i EEHaS 4 target interference connector or feature
WEARER — A NURIEAF BOE A A A, TR — A4k (3.5) B vt
P NFARTE A AR I 2
SEe AT TR AR LB, 2 RS M R R
3.15
KB F3% TEST METHOD
PRI = 2 — R0 25 R T AR 7

4 g

INFLARIE R R A 20 R AR AT ELE B PE . BRE 1SO 80369 R ANbRHAET i Mg, N HARRES il
P A P A AR BT 700 MPa SRR . RS TE T A AR IR AR R B PR () R A 75 B &
XK,

113 ASTM D 638-14. 1SO 527. ASTM D790-175%1S0 178, 8ixf T-4x @ #1 Bl #2150 6892-133 47,
R A

S ISOFRAERIASTMARUE AR S W5 2% SCifik [15] .
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TR T DU e e AN H e iR N LA TR AT B A & IEC 80369-5, B AR ix Hea Fz A i FH )
5 BT BRRE AN 2 P2 AR AN TS IR A, 50, AT A5 7 K

T AT I S LR IE B AT 6 IEC 80369-5 ZEK SCAFE AT 1IEC 80369-5 MFRIA A AT &1k
WA A T vk S WA T T

6.4 HENMH

TR T4 2 N P 2 i) N FLAR IE A N 756 150 80369-6, 9 133k e 2 14 Fy A FH e 5 1) 2
7 R I P EAN S P A AN O e 2 IO R, A5, AR 7 IR,

JE AR B0 UE SENFLARZE AR AT A 1SO 80369-6 iR SCFuk A 1SO 80369-6 iR L6 A HAF APk, 46
O FFA TR HoAth v 38 T v 5 LB 7 w5
6.5 IMEMNSKTRB

TR FH - 10 P 8% N AR E R RN LA IE R N AT B 1SO 80369-7, [k Al X e i 2 A4 ) 48 FH 4
K BT SR ER B AN 2 P AR AN 2 RS, A5 I, AR5 7 B R,

T I A B AUE SN LA ZE AR AT A 1SO 80369-7 R S Fuk A 1SO 80369-7 FREG A6 & HAF &Mk, 6
O RF A TR HoAth vl 38 T v 5 ILER 7 w5
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it} accessory 3.1

N H application 3.2

%% connection 3.3

TR contactable surface 3.5

## harm TS0 14 971: 2001, 2.2

f&l (J8) hazard IS0 14971: 2001, 2.3

fEl (WD MFAF A5t hazard-related use scenario TEC 62366-1:2015, 3.8
fG e Abt% hazardous situation SIO 14971:2007, 2.4
T4 intended use IS0 14971:2007, 2.5
/NSRS least material condition(LMC) 3.6

Hi&EF manufacturer ISO 14971:2007, 2.8

PAFK nominal 3.8

AEREfi 2R M non— contactable surface 3.9

AEAH B 3% $L ) non—interconnectable 3. 10

ZMIUFPE objective evidence IS0 14971:2007, 2.10
B patient 3.11

P procedure  ISO 14971:2007, 2.12

BFE process IS0 14971:2007, 2.13

TIEHZR responsible organization 3.12

A risk IS0 14971:2007, 2.16

M4 risk analysis 1SO 14971:2007, 2.17

MBS EPE risk management IS0 14971:2007, 2.12

JPH severity IS0 14971:2007, 2.25

/NLAE small-bore 3.13

BEETEVER summative evaluation IEC 62366-1 2015, 2. 13
Hbrid &/ T & 45K target interference connector or feature 3. 14
I 77 test method 3. 15
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