ICS 11.040. 01

YY

rh e AR 2t 0 E BE 2517 L AR o

YY/T 0316—2003/1SO 14971.2000
R YY 0316—2000

Eireatl MBS EX Ef7 a5 e M A

Medical devices—Application of risk management to medical devices

(ISO 14971.2000,1IDT)

2003-06-20 Z 7 2004-01-01 £ he

ExXamnfmiEETER & #




YY/T 0316—2003/1SO 14971:2000

dgdomm
i}
Gt = = =

1]
R
¥
B
‘.MJ
M
=
X
&

Sy g1 = W BN
> |
pi
A
i

M@%Ejﬁ"mmmmm“mmmmm”mmmmm.””
2 Eﬁ%&?ﬁﬁﬁ%ﬁ .ﬁ/ﬁ%ﬁﬁ%ﬂ%ﬁé*ﬁzﬁ%ﬂ@%ﬁza@ﬁ%(@z B 1 45) e eerens s eemmnne
.4 /ﬁﬁﬂ“’ﬁiﬁfﬁ%%ﬁﬂ;‘igﬁmﬂﬁ(%ﬁﬁ)
A R T D B R L R T T P TP R TP R PP PR
RS T ] (55 5 JETUES 10 45 ) vveerreeeerseesses sessesmesnsmnsanseeeeans sas sen set sstae shs e oo sen sn erana s
R RB -
FREAFTT(EE S ) vrrerr i s sis i s se s
WS S RTE BRI SERE (BB 6 25) coevererrvinseniiiinnaen,
U BB 25 A AT (B 8 2B ) rorvervrr et i i et s e s s e s e e e e e e s 8
B e I (1 ot o - | - S PO
RS FEM T2 REAE (B 10 2B ) veevrmrereererie ettt st sttt st et e e e e e b s e 8
S IR TS B BITEAMN (B 10 2B ) - vveererreee e e 8
Fﬁ% A (%Hl" i 38D ht#ﬂ%%ﬁ%&bﬁ?ﬁﬁ ﬂl’]%%&ﬂ@%ﬁﬂ@lﬁjﬁﬂ s 10
ks D CHE P B 3 —‘?.Eﬁ%%ﬁﬁﬁ?éﬁﬁ?ﬁ‘éf‘%ﬁﬂlﬁiﬁi RIZRZER coovvevenrmninnaniiiniii. 15
R G CRRHERE ) afgat:w&ab mgnﬁﬁg}z_@%ﬁﬁa&ﬁﬂ%ﬁmﬂ%--------------------- 24
o | G T R R R PR P PO PP PR PR PERRTN I

-1 =1 1 & N N = = = 2

-..._"]-

cO 00 ~1 ~3 -3

~1 v O = WO DN e

L

'I'I'

1
'
ekt e o e . — — e e ————— ———



YY/T 0316—2003/ISO 14971.2000

s W

£l

Tl

AFREZERE R ISO 14971 2000¢ BT 28 W —— K B FE X BT 28 B9 B F D (BR300

YY/T 0316—2003 BUIHALE YY/T 03162000, B FAEMAIFREARSSREBIT, A0 iR, &
PRES| A B B EE R BB S, B A (BB EOER

SRR 55 2 st 2 o i RS 4 A SR 0 B B SR, B 2 M EAT LR YY/T 03162000, R R T R
WA RRBHMAES T BN AEERMEEEEFNMHNER. AREAE T2 ER BT
2 FI ] BRYEHE .

AIRMERM R A B R C.H 3 DR # EJH R F ARR G B EBHER R,

AREHERERGREEEHEEET#WAEN.

AirfER SAC/T C221 EF R EEEMEAERTRBULTEALZRSHD,

AR RERM . EFSREEEENERERGELBEAZRS A X EERENALEF R A F
(R E BT s B A TR0,

AR ERE A . RBRE MR KR R—F . 258 BRENI

AR RERERAEB ZFREH Y YY/T 0316—2000,




YY/T 0316—2003/1ISO 14971.:2000

5]

i}

A AR R 1 Sk ] 5 R X A B T A MR R SR Y KU REAT AR R
T%éﬁﬂﬁf‘ Fix s K B HE B E K IRAA By AEZE .

HHIEZR,

EAEBHNER RBET

WL RAA AR BUN LT 3, 7T BE S 20 8RB 2 45 3 B R M E AW A, R B BR B

%ﬂﬂ‘]ﬁ—g FTENZEE T EERENETEM L TEF 7] 6EE BT

REEE - AEEEANEE,
R ANRE, AEBEET WA BT
—— REREMEE, G . REZEWNE R
WERGE, R 2R E L,

XSRS R EER.

B B2 35 8 W R, BT S AL R R E AR E R .
QB RANES AFMAFTFER, UAEE LR NBENERRES, XK R
CH SRS SRS EE L XT

T

ERER

FRARE EAEWN B, BT HRE T MG Z AN E R BER
BEELTFREZFUFEATAERN, BE LSRR . AAEFFBRMAE
T A% UG FOFE 7 A T8 32 25 0RE -4 . 30 RE B 4 BT 58 B B A R T R IR K RY O O SO A & L1
BEFRE . UERFMEREFREARZEERORNEMZE. R THER

WL A A% 0 BR U, 7 BB ARt HG P — U R B AT
R amEZ— HER

TI

—FRRE R IR LR, BE T ARG W 2E T AT LA E MR IT g2 R E
f& B B A IC o KU , 35 1 3 26 JRU R 5 i 92 X — 55 B A 8L

L TE 75 SR H RS2 B BN KF RV R BT %
B VT 2 2 A P BT 5 DA R RE BE T A AR AR K UM AR BB H BT

X1 {1 1 B 7 B » 3 R o P R BESR 0 P 1) 0 UG 2 7 0

HRAAF KM EIE, X

it 5% % 2 RN » Yo RURGY 1) P 4 32, 32 ) bR 2 AT o 1A 3 A T LR R BE R B2 TR

335 % W SR, TR E T R BMR A BUR . T T R E AR R A K ETT B

A RS - R

W BRI sE , oK

BENNEFRRAFZBEDIAE

BE 7 BRI 1) 25 4 M A0 9 LI
TR RBOEEM., AR ERET
LB X E AT RN 5ix ik




YY/T 0316—2003/ISO 14971.2000

Efraett KR EEXET e AN A

1 SeHE

BRERET MR, flE WIKILRT , BSHE 5 BT 0 & K BHE (RIS BT E ST 250
B RBEE AETH AT RURE , 255 15 5 22 KU » 5 W 45 458 il ) A BT

AREREREA TEFSRFwAANAEIE.

A tnHEAR B T R 7 #8908 FR A 55 O PR AU T

B A LR BT 852 89 Xl 7K
FREFRERFEFEF TS UNEAREKRE. AMAREHATUERBEERN—THAHD

(.21 GHEG D,
2 ARIBMENX

T FIAREFE SGE TR
2. 1
BB 3L 4 accompanying document

ERESFERREAEEN. S EAETHRERE S REARRREZERFR RS

.Ll

KEZ2WHFE R NIXF.

. UGB 9706.1—1995,8 X 2.1, 4 HER,
2.2

BE  harm

STARERENERGHERXRE  BEN MR RRE .

TISO/IEC #8755 51:1999, ® X 3.1
2.3

& hazard

11 %E{Jf‘%fﬂﬁ

[ISO/IEC 487 51:1999, E ¥ 3. 5]
2.4

BELE hazardous situation

AR HERFEL T IRENEEFEZITEE,

[1SO/TEC #4755 51:1999, % X 3.6 ]
2.5

FH Bk MmEBA) intended vse/intended purpose

e B RN GREBEMEE, R A ERRS .
2.6

S iER manufacturer
T EHAEOEARSR, AFRETF#RORIT HE ARRERE. RENFE . RERNEKESS
SR BRAREAAELLRIEREHACEHARE ZANRESERK.
2.7

EfT e8P medical device

HEERTEHITAENATARN, PR FH s EHNE K& &5 R E M in




YY/T 0316—2003/1SO 14971.:2000

I

(R EENHRE R TABRERERERNNIEHAARHAES ARFRENENTFEES, B
%T%E?ﬁ:iﬂ?%% S5 E—-EWEIER XEHBL:

— XTERTE 20T P R

—— XA R E BRI B T AT B VR M

— WEHREEESENR B GATT

— FiREH .

[1SO 13485.1996,% ¥ 3.1]

ZIIEHE objective evidence
27 758 o WEE LI & i 58 B JH A 3
FGB/T 6385—1994, ¥ 2.19 |

[T}

B TR E L BER EEEREERER .

¥ F procedure
K AT BETSE B Fr AR E R AR
"GB/T 6385—1994,5% ¥ 1.3 ]
2.10
iT#8 process
Vi A AL A e — 25 AR B 3 B YR SR AR 3
[GB/T 6385—19%4,%&8 X 1.2 ]
2. 11
ek record
N B 58 R B T 30 3Rk B B 45 R R A MR 3R B9 U
[GB/T 6385—1964, % X 3,15 |
2. 12
WX residual risk
KBRS AT B R
[ISO/IEC #87 51:1999,F X 3.9
2.13
e risk
RENKEBMFSREF"ERENE S .
[ISO/IEC 51.1999, X 3.2
2. 14
&4 #7 risk analysis
o R AR, A E EE AT R
CISO/IEC #8F8.51.1999,. % ¥ 3.10 ]
2. 15
REEIEE risk assessment
0,45 KU 43 B #0 UG 3R A Y 2 af A 2R
[ISO/IEC #5675 51,1999, 5 ¥ 3.12 ]
2.16
R risk contrel
VE B3 H LM IR M, DL AR R AR L s sE MU s E ML E AP T L

[~



YY/T 0316—2003/1S0O 14971.2000

2. 17
B VE4 risk evaluation
TERE R ER L, RIEAEHRTHS M EIL, X RS 25 R B 252 K F 5 AW
¥, DISO/IEC #8785 51:1999,55 % 3. 11 f1 3. 7 &k,
2. 18
RKEIE risk management
BFREH SR ES T/AENEEF s B EHEELRNAEREH.

2. 19
SR risk management file
RS BB R A O B — A IC A SO

2. 20
e tE  safety
RERTA W HEZ MR .
TISO/IEC #5888 51.:1999, % X 3. 1]

2.21
FEERE severity
fEEMEERNER.

2.22
§3iF verification
EREMEEENTEERAREERCEHEAAT,
. AR RR,RIEREMETMEFE NG RBTRENLE, LIS E ETE s L E ERNAF .
[GB/T 6385~—1994, % X 2.17 ]

3 MBREBBAER

3.7 EIFRWIHBXEMENK
T AGEESHETSRBYT ZEF
3.3M 3.4 P EMERESEIINA
3.2 NEEEIE
HEBMNEBESSNESSEITFHEE XHEE A THRPEYE 2 B XURE 74 ] X 4 JURs - A E k¥
BIAMEN SR, WEBMNER CHHF N AR TIER.
— KB H7;
— KU R
— K
— EFENER.
TEA T R AR 7 Rt A e, S BN A R T A B S HEa.
1. BRCHNERBI FESETETREMABERZ L RE. SRS EEXFENFET N AEH#HTE

I.1-!""

FER LIREIFSMAER AR EAERBER,

]'_'I.

A FI0 .
Fo2: RETHEdIBER-SEELAE L,
¥ 3. AICEE®.

hm »

FAERRNE R T EREFAE.




YY/T 0316—2003/ISO 14971.2000

- N \\ H\

® TilKRE. WFEHRNAE
i 5 B 52

® ki Kﬂ
%

"

s

S

R PRAT

R T g S j

I—__m..-p'—u—-_u T ———.

b AP

IR B 122 4

LE Sigii)

ik

3 7% AR vE A
TR

LR R

® EFEREE
° Rk L M o vF

H1 XESET

=
[
I
Gl
3

3.3 EEER
il 3k T N
a) TEHEHXEFRGE . EXRABREAWBH T AE T EZRE R RE T E;
b) AR EMESNEE;
) WARAEH . EZMIEMPEEITELTEIARL S 4);
d TEHTEFXAEEESEANESR, UHAXNEESEIERSFERE EEMNERIE,
IR AERNITE U 5 AR B3O
HEENEEBEIERN T EREMSSE,
3.4 ARFER
HETNHBERAEEET/ENPITEBR/EREE MR FMNAESMEEN WA RMELBH AR, &
Lnt, NREETSBRMXENBAHMEAZBUERAEEHEER., NMEBEZENERLEEIER.
HEEFEEYIERP TEREN G
3.5 REEETI
T B 2% 18 B e e 1 BB T 2R R A B > T 3 7
B RRR AR R U — &R
ib TR S T L
a) IHRIMTEE, B E iR E AT R B E S8 3R 55 )
b) Skt

!

4% RV B B R v — TR B HTT R . KURS

Ll

HA B B¢ 5

S




YY/T 0316—2003/1SO 149/1.2000

C) H/ Eg%@ﬁr
d) R R I B R PF B EOK

e) XIBRTEZEREN, |
W, RENTESENEBERACEEIAETHEEESENRLERNE. B FRENHERE L X E.

R EIT AR AT FE A R TR E L, El e R R ERREE BSOS T .
HEERREHE N T ERERNSE.
3.6 PMREHENXE

S ENSEEEF ARG 2FTXNREREINERNTFUER, FREEX R EHE X
B

1. WEREASE R M SRR A TR ERG BN AEERETEARERM EA XA/ H

— 3. |
2 RNEEHETEAREABHENSIREE RN XHF. AN.2PNEBFEMEFERIHFNFHEERS. wlEN

Ro7 BB i 22 B b 38 4R B XURS B B SOH P 51 Y BERY

4 RBESHE2PHE 1.2.35)

4.1 MBEDIWTERF
B AT 4. 2 B 4. 4w TR B0 RUBE 204 KU 2 T B SERE AR 45 2R, B0 SR A KU B DU P
B, MR HEE—TRNESF S REI . RAEEITELENBRRUNEFRERATASWERTRHB A E
e, ASRESFE., XFERNERMENRERENARAEES BENEN AT NERRETI.

BT 4.2 3 4.4 FERICFEUSN, RESTERASERE N EPBFE—TFTHE

a)  Fradr i BT & M E M R R FAR iR 5

b)  5ERURES 48T B9 AR AT AH R A BRI ;

c) ArBTEY H

AR NEE B BT EREME .

4.2 BEFEWFERE . FPEHNINSZSEEXOSENIZE@E 2 PpE 15

Xt B R B E Y BT A P 5, Rl T A R R T Rk P B R D R AR o] 3 AT 3 R A IR
, BEENE AN EERET SR LN ERNEERENLER, 23N . AEFRE
1) bR F R AR TR XU B U

1. R ARPIRE, TERFIH BB ERRTEE.
2. MR BHRAHTEMSEETSMIE T ERRImER.

3 MR CHARTHEREENRST A ENHEINEE.
AEERNRER AT ERERSE.




YY/T 0316—2003/1ISO 14971.2000

”“"‘ (r %)
%1%
BB R H O e (4. 2)
BB ! %03
4 o ——
v
X &
P
o 5 24 I 5 S
ik AEEREk (6. 2)
R B
B ] Bl RETEEE? (6.4)
. 235 RE BN
KE? (8.5)
- REERBf TR 2(6.6) .
z
g B REXRTHHD
Him Mg 2(6.7)
%
—
& 28R SN AT _
# & TR (38 7 )
R & |
L %
SR ARGERE (B8 )
— r—'—|/
HeRE A SRR (259 2
& 7 KA
53
o) =
2 BATESTHHNAREEFEINER

— o ——



YY/T 0316—2003/1SO 14971.2000

4.3 FIRCHHTHRRAHNEE(E 25

T 385 B L 4 55 E IE.

P 1 5 L i AR Y

ERELIE AL

ENRERRRG T SEIrSEFXNEARTRALNEFFR. BEEIAA

bR B R B B SO T LR R

I 1. fFsR DA TR L
E2: ATAEFARANANEE TUERABEEFERENRAEEFELHE P).

AEE AR EE

AR AT T B IR R BT LIE B AE %

EIrE e B 2 ERAH K RRAEENEATENEER.

T ERERGH.

4.4 EITSHEEN—THSIREGE3IH

NE—THERNEE. %
. WTFHEMRER:

PR 7 38 SRS o BAIE 5%

AR 8RS 3 B0 B BKOF By T B B 28 A48 AP L 7 U B B SR P i AT
1 REATAERERBNERSN. REYAVEE. AERRETIRYELERTELUER. Mg

FEBHT ATEBRMBRAEFNEROFRMEE.

SN AIAH TR S B REE T R ER MR ERNEGETH—TREN X
EBEREMUAEHREE . NEE - RENTRERMOER, XNEMHMETRE

F2: REGTTUEREEENNEEN. MEEDPRETHNEAET N FEBEREHREELENTENRE).
FBIESE T HASHEBEFSRARIEITHNEBER,

HE3: RFHERT —ETHTARSFTHHER.

4 MBS R S SR R B A R
— BRI
— BEER AR TR

— BEERTHRAL

R HaRANAGERN (BRE TN ERIRSE) ;

— HAMEHREERETHEAELR;

— @ ARk

i .

— BHREAFER;

EXE;

—— HWEREBTERM.

HAEENBEEE

5 REES(E4H

NETEHERNEE,
HRAANTFEHT FUBRKNT

IR FERBERFESE.

il 15 R R B E R P LR AR R EH AT — MR RE R
2., EXFERT.6.28 6.6 HHNERAFEEH TG E BT

6.7, KETRHMAIE RRAICARE B IE,

1 FE3EFHETARITEZENEREES
i 2. DRI A

MR

HAEEXNREER

IR T BB G,

FF 78 3R1% T o I ) — iﬁﬁ:\ Al AR R X e d g sh, at, MM A 6.3 5 6.6 &

6 MEEHE 5 HEFE 10FH)

6.1 BE{EXE

SR EEMEXREN  fEENER2H 6T MENBEFEH - MRS MNE, UEFESE M GE
AR —TERBTERXE AW B THEZ,
6.2 ARGH(EL D)

] 1 B N T 2

il 18 R PR 31 B B 3 1l 4
¥ HE IR A
a) WA RITBUEWERS L2t

fE i » LA HL At VRS R (R B AT 2 2 0K . B 45 R — AR B B 8k

FREL SR ITIE -




YY/T 0316—2003/1SO 14971:2000

b) ESFESMAF S EA LR TR P
) HHE2ER

1 MF&%%’J%E@Tuﬁ%ﬁﬂ%ﬁﬁ%H{U‘EEJEfﬁ%ﬁﬁﬁ%%ﬁéﬁﬁaﬁﬁ%%ﬁ?a
2. — SRR F £ BT B ER T EA N R ERRERE N R e, X R ROy KB N 2 A

—#ar. ZREX G,
i 18 5 19 XL 44 11 4 il 7 18 A XU R B B O

40 SR A T5 SR AT R o i R - — AP BRI XU A SE B B il 1 R
AAATCIL 6. 5) 5 7 T ) X 78T Rz 3 T S BT 2 8 A IR vl i e

F# & R B H R T R B a1,
6.3 X FIFEHER)SEHE(E 6 &)

EE

HEAT T AR XUBS o) IR < 32 23

B TP HETE 6. 2 BN RS A IE . T8 H X R R D AR B B 0 .

HAEERXNGEEXEP T ERENaE.
6.4 HERBEIFM(ET D)

&5 3 B0 R B B SO

FE SR BB R 5 w4 B o B 9 AR AT R A XU A 5

R RE YA REN TURIE, JFH, BIES RMIEARE T HE N,
R B2 T B B SC N T LA IE . TR B R B B AR B DO

TR 5 B Sl L B AT A .

N SR T A R ASFF B v N 220K, R R BUHE — 28 1Y XL e 1 ] i i (I 6. 2)
R R KRB R A EZHN, WFHE R EE - RENERNRFENHERXFER . NS A

) 1 A R ML R D R S
HAEE RN EH AR XN TERERGE.
6.5 ME.ZFxEIFHEE’ D)

41 5216 PR KUK /B9 B R r s ST B oA D) OB R o LR R RS R B ), T R — 2 RO RS 5 A LA 3K

—

57 » o) X TR T Wi £ PP A A S T AR F kTR B 9 B BE 9T 3% A% B BT BRI ST LLGE 2R %E 32 4 e A R A

SR, MBEETTFERIFETFZEEIFRXNEREL, WRHKHABEFATEZN. BRES
Z 5 BT R A UK, AT 6.6, AU BH FR 4y KUBG: BT 406 2 B B3 IO 20 A 2 T AR R B R S R S0

M R MIEA RS E B,
FREE XS B U AP XM R ERN T
6.6 FEREMREE(EI )

R o R 2 i SR B E AT VR, ME A E R B TIA TR

flifeF . WARBREERERIATHOE

AAEBERKEER M TERETEHE.
6.7 RETEHAEELEE 105)

U PR M0 — A R AR L 4. 4) . T S5 B iR A R R SO,

HERMEETAEHEREN—TRETRE B 2B IR . X ER SR ICAXE & H

P =
&R RNREE N T EREMNG .

7 SEFERREEMRGE 11T

BN ARERERD &SR WIEE » BlE w3,
Eﬁ%ﬁﬁﬁﬁiﬂﬁ@%ﬂﬁ&%ﬁ%_fu%%m a0 SR 7R IR RS 8 2 3 R o 2 i o O A BBl R o X
Ry 2 ST HE SR 50, 4 G I iR AN TR R A SE T R A T H MR BT 28 B0 BT R UK DA B 2

T R B R PRI HE R, SR E B 2T

EZHBELFRERE. URFRIEFEAXFEFZH 83 2R xRN EHES R, TR AER

AT EZN . SRR R BT &R AEA R & B30

8




YY/T 0316—2003/1SO 14971.:2000

HAEEXNBEEBR BN TERERSHE.
8 MEEERESFSGE 125

Kb B B3 BN EGRMICA R S H R G . T ERIRE NS EF R 267 RS TR
PR 3% 41 15 1 B S 5 A IE \ DA B A VB ) P 2 VF S R iR TR B . RS B B AR 45 A S U
BRI —EBa.

T HORIRE S R EE KRR TR,
AEERNEEERENFERENFEE,

9 EFRENERE 135

FERMBES MR- TRANER, UETEEE AT S 8B B 5 5 3] 5 B 7 28 3% 2510085 3
EE. MM EEFARELL2ER XM AERITEN IR THEFE:

a) REFBLERAANEEFHN;

b) BEEARMEEEANCHEITHN - THENMNNEABETEZH;

c) MBITERBRIK,

WAR G R R —F5  NEMNERNEIRNEEEABENHA TR (L 4. 4),

REXEESZL2HEXNEL NEEVNETHEARE L BOE YN EHTIER., R
ZANRARNE R B2 O A B EN A, DX B 52 B9 SRUR: 7 T 1 5 i 52w g 47 3417

PR 45 R B I A KU B 3 SO

EL ATFERXESTEAHNRERERNMEEENESE, EERFER T AIEZERIEMEE, T HAOETEH

PR

¥ 2. I ISO 13485.1996 f 4. 14,

FLERUEETFSREFEAHNEMMEMARIEEHERT.
HEBNREEBIBEXHFANEEE L EN FERERFSE.

Ty




YY/T 0316—2003/ISO 14971.2000

M H A
(3 #L M 5)

Al B

HERBEWNS 1 FRESITETF BT 8 W% 2R 1E.
FRMBRGEEY —ZRFMAE, MENFESEARMIFRE FEAR BES ORI LE R,
18]

A FHEETRE AT ERNREER IR EE

75 Z— RN ¥ K BE T 4% o 1 o

i) 1] 3 48 i A, i S L — 1 R B HR 20 T BB Y B SE B B R A

T 5 R R S Bl A B BT AT AT BT SR T A T BB SR E

XERSDHFIET SR HFEEE BT E HFREE B4 A,

A.2 &
A.2.1 H4ERWEHAE MPENHTEFEHEFSM?

B ENAECRBSMEAE, FAE OB HAERE. IR AVL LR R BT 3

RIS A e R, D R A B B B R W BT IR (T . SRR AR TR R

%ﬁ IE L MBRBENEARIILE., N EARTEDREER
TR E BT E R B ARKREKFAMXETRETAER

W TS R R B2 W TR L IR 3 i IT B ﬁJﬁiﬁﬁ%ﬁﬁﬁ?l‘{%,ﬁiﬂﬁF%%ﬁjﬁ%f

"‘\1,

ﬁf&)\mﬁ‘ﬁﬂ FEREERAETSR. B

FIERESIZEYyEEF2ER? BErREtATEMESREM G ERITEMAMNELTE
REFEBHRTHR EFAED R AENERRBE,TUSEAEONERERUL AL 2.27)7

A.2.2 EFSEHMEEHAMEENAMAREMT

o S i R 3£ 9 U Al A R O L B SR T b R B A A A (RO AL A A B R 13 ik 1) 5T [ 4 A

PR

A.2.3 EEFEHTESHAMFRNGEH AsESHEERFER . NS ETFMEM7

WMEEAREQESESHEE CHFEESTCH.
A2.4 REEHEATEEIMNEEFS LFERY

R R E A EEFEEENE L HER RE B E TSN E .

A2.5 REEYREMESEZFINRESH LR

REENBROEYRERAERZER, 28 - RERIJLFII B, R KMR/MEERE K

A2.6 REHETFEHLEBEDHARARBXER?

H'

P .

I3 3% P& i DR R AL AR LG SN R B A R B R RO R B8 (AN B S L L E T

A2.7 EFERESULERARHNESEHERERE, IS
MERBHEREABETFSRETHI —REHNERM

A0 B ] R T 5 ) R A B O K PR

A2.8 ESFEMEEHOBARHETENFTENEE?

.U R . BHFEEFm EEERRE

A H M = w7k a7

ot
Nt
;\f’.

% R R RS A B SR EERN KR E M B AR ERNRE . £F BTSRRIl e

; T H R EAE L.

5 A.2.9 EFERAEFPXESENTE?

? NEENEROERE BE.RSRS VRN RIRA.
A.2.10 EffesmEZTi#HmilE?

MEENEREGFNENZENNESROERENETE .

10




YY/T 0316—2003/1SO 14971.2000

A2.11 EFEHETRToReE,

MEENHEARETSRETHBARRENEER RS R AN T EFEME SRR,
A2.12 BEFEREERBNESSEMEFRABAER?

MERHEECFRNTEERVESYREAEFEANSHEAEA LNOEBE RS, U REE
BEETHIT,

A2.13 BRESFEENERSDEREY"

MERNEREHXNEAECERS AR AR B (EEEE . Jedh E S RS AT 4
AMESDEMEBEE RERMESMEORE. MNEEN S HFEHLNHEZSEL2YE. EY k%
I HERK
A2.14 EFBEWEEXHEEMER, |

MEBHEEOERE. SHABETE. B2 BF. B BE. RERNRSER T4
SR, MR R TR
A.2.15 Ef“%ﬁﬁm%‘%ﬂﬁ]ﬂﬁ?

MEERNREOEMNBEMRANEN, SHEYROBEMRBE TR,
A2.16 EFfEestEEARER AW

RS FB 04 B S A 35 T 25 5 B4 10 09 A R v B e AT R 4
A2.17 EEEESHIPNRE?

MEBHFNEAEETEPHNEORERBEEREAERSITAREIR. 2E5BEL1HY
R % 4 R HEATIE 2 B0 4T R (B R
A.2.18 EFTsstiasSEFTERGE?

MEERNFAROERKGESHPRERERENEORELHFTRE BIF . BURFH.

A2.19 EFEHMASEMESGRE

RN EE BB SRR IERERALE.
A2.20 BREEEEME)KBERBRRE?

R R A B AR AN TR BRSO .

A.2.21 EFSWES AT

MEENBRAEETSRATH I ETEFEENEH 2 TREOALMARKETERX

7 .
A2.22 RTAREEFGEWMAITF®R?
A BREREEZLNERAER.
A.2.23 BEffamed P —XEER?
A.2.24 EfffRERREREWENHEBEITHAEY
WEBHHARMEESHRESLEN AN ES. FANESFSHRESSEAEEREESH, K
B R AT BRI
A.2.25 Ef%ﬁ#ﬁﬂﬁﬁ%iﬁﬁmEEﬁ?l‘jﬁ’Jiﬁijﬂ?
MAEEBHNERUBERETNXIMARAERAEURET MR R AL &LER BN AR K
TR
A2.26 REFEBRUHSIAFNET TR
B BT RO AL PRSI A LT R, AR N H a E AR (BB E R 34 D .
A.2.27 EF#ANRNERREREENNRTASER, GINERHEED?
MERBHERETVTREERERAERNAPEO R RE. FEN R ERET S, &
HHE CELR SRR WA R EE R Sy iR A 0 - S S R R A S AN LB E451E . OB

TR BAEEK B ARG R iE EER M LN EOHRE., XEXEa
11




YY/T 0316—2003/1SO 14971.:2000

HEARTOUTHEA.

A.2.27.1 EBITSRWMREHEERBIM4?

R7 2 18 1 R LTRSS TR B B0 T BB 22 A1 LR AL S R

B AE EE S SRR SRR

(B

Rl ft BRI R B

A.2.27.2 EFRMESHEEREO

RN EE ARG S B R A R R KR A R BB
W 7 ] A T R v B R S M SR P PR T B B AR A T S

A.2.27.3 EffsiHE®.

JIJ\rE‘?

RN EEAEERRATE TR M SRR E. RN E R

#9055 A R MR R AR TE

A.2.27.4 EFFSEWHET

KR IE W 7

MEENHERCERERNEREAEE CRENTHE. RENBRE.SHTE. S—FNIRK

B U O R R R SRR R E R SR ERE,

A.2.28 EFSEWHESHBABANEREN?

Ri% RN EREELENRE . FH.BTF A E VIERE RN AL,

12

b




YY/T 0316—2003/1SO 14971:2000

.; W # B
| (HEBHER )
EMCEHEITRMNE =R

B.1 =

! R BARSNZ U E Iy 4 WA R SR T 45 5, BB ROV XM BT S MAE T W i KU 4 W 6 T

| RS2 T BE ST 2% B (5 R O A o 4 3248 B 9 B S RO BRAE T BB KU, B VR 2 R TE AR I
A EFHTT, RAMAEREFLT . B TAEIMZHETSFSEAEXNEE, PREERE RN LS, 7
REA R EE RS . S50, SHEAARNGEE RAMFAAE B RN LIEE.

B.2 BERAE
B F % D%%@J%ﬁ_ﬁ‘ﬂﬁl‘ EHAENBRERZRATRMEEN ,MEREUTFHE:
— 3
I‘H@:Fﬁ,a%,
S —%Eﬁfh,
“ —— BEEARIRER;

— REXERZBEEETT . BRP . EAF BaF —IKITHE);

— SEAHHB . ES AR EEHA K RE;

— AEH H R FEBORRH

— RAEHHEBRE.

XHEHENEESE T E TRaM PG SRl SRR F R0 U a2kt ™. X
TR T E I SNEERNEEF(WMERALEET) USN, ik  BIELAEF IR T HERES
PRI LB IR

B.3 K5t

X B e F A RE#ET A IT I MR LT HK.
— ﬁﬂf%ﬁ'ﬁ AR B CH BT TEIF IR KD 5

— XTE?ECJ”,‘ ‘iﬁ:%ﬂ% ;

— BRATEFLTRENFERMRIEREE . 7%
—— BBA B IR B AR I 5
— BRI ESER ;

— B ARBIEETLARHFER;
—f‘ Jt’;uﬁﬁﬁﬂi

13

h e o —— ————



YY/T 0316—2003/ISO 14971:2000

W & C
(3 R B S0
BEEENRRSHEFIES
C.1 B
AMENSELAEEALHNRABINNARRTEYE., SELSEFEFRREYFRENILZR DY
. GB/T 16886, 1/1SO 10593-1 %EETH;F&L = ¥T 25 B 2k B 2= P By — AR R

M AEARNLERAYIRE, EiER GB/T 16886. 2/1SO 10993-2 k-
: TR BB R S b A T A B TR B R

2 T X 5 B, At 177 P RE 4 H
C.2 FtERErEIT

C.2.1 MEEHNEE

B M XU 417 B % R

—— MRyt

—— MR B . A
Y FE2HIAREIE.
PSR B BUR B RO 9T R B T TR A

% T H AT, R BUR

~ 5 R T A Y o R A ]

*@@H%iﬁ%ﬁﬁﬁ%ﬂ@
R Y, T R HL 4

X T

s Ak B S R BB S, U AA A GHS EHRE HERSSR O EREEEM
il B2 7 25 A B 1540 BB 44 L X B HE 19 T SR W A KR -

ST F RS2 ek TR AL AR BT A R ATE A AR, E B WG IR R A AR AR SR, R LIRS,
UERERESZSERMEE., AERERT . TEFEFRSR P EE . REYFE WO RKELE. BN
A REY AR B EES,

C.2.2 #P{LzEtER

=AM R AL — A YN BN ER S TFIEEESFSRN A . THENES A
B, AR AR E TERUE: |

— @Tﬁﬁﬁﬁ(ﬁlﬁﬂﬁﬁﬂ?ﬁl MIT B B EBAMEN =S N—8E RE.FTHERNE

%, A
He i VAR R I s X b B Y B 0

EME R ET A HEEKERAEN SRS EHT (8RR E RS ERE F R, N2
FHATWHTEEN TUZR, THEFEAXRBYRENGO RN, XA LURBA XM
B LI B e B A B AR BRI TE 2

EHERHTEENMRAESALEMNER B NEENE T ERDE . ATHRE A& EER
W, B T U
C.2.3 SHEH

Sof B 45 2] 134 45 FboRA L B TR A VR n 00 A% S AR A O Bk DL R A AR R B SO R B EORE Y AT R . AR

— RSB URINERF A —ERIEEEXRMNATFRERE. YHHAE. FTHEN o

Er@%ﬁ%ﬂﬂtﬁﬁ% 27 BT RLRL T LAE B

C.2.4 EMFRUHRERH
GB/T 16886/I1SO 10993 tF#E% JE T 50 i PRIk D

5. FWENKENERE R RERM EZIST
14

y H & GB/T 16886, 1/IS0O 10693-1 ¢

AR A DB




YY/T 0316—2003/1ISO 14971.:2000

B J: D
(BHEEHR
EETHHEFERVTEEEREREEFE X5

D1 BN

ARFREE T SARBES SRARNTREERREREBENRAE2NEL. KELTHATHEH
ABERHEBRTHHERXNEE.

D.2 EEMEEMEAEAR

£45 -

— B,

— HLR I

— HEES,

— BB,

— BEEH,

—— FEWHARE B,
— SHERE,

— BEIEHHEREN,
FE (AR ,
— B K,

— &3,

— BN R R A& MRD,

D.3 EMEREXEENESR
R

— Y,
— YRR A,
—— ANIEBREF (LERT),
— &=,

— BUEE,
—— FRRRGLR (BR) AR R,
— IR,
— ARRFEIAELZEYE,
— FERE.

D.4 HREEERELAEE
5 .

15



YY/T 0316—2003/1S0 149/1:2000

—— B,

—— o e B TR RO RURAE
—— BT RS
—— REYRIReEHEN
—— INIE Y B HEF L,

—— EERETRETE AR ENT
L At R R B T A A A
—— BEAMEALIRAEIR

F YR (B BT b BTG 5.

D.5 HAEBMEESNYRAHF~ENESE

3,95

— HLHE,

— &5,

— BE,

- ;jj,

— BT SRR P
—— BREEH BN

D.6 SEFBHMERGXNEENRAEE

(SR
— FE LRI,
—— IS Y R ERAE UL,

« MESFER—EEBENHEEREAES,

o FHRKREMLBALES,

o PEIEMHBETESR,

e MREMAEFHITLAE S
A KRBV ARER .
& FRR] TR R
— XTEl/EH E@%&-Kﬁ%,

e W —kHEHESRRET REREANTEES

7R IF 1t 08 A E Al 1 B O T 9 [
—— SRS B A E T A A AR
— R AR

D.7 FEY. FEAERETFELMNEREREOA NIZR
15 -

— RIRFIAFBERE R,

—— A CE MR R A

— FREREABES B BT

— BZBBENER R,

—— SR LR W BT SR RS
16




YY/T 0316—2003/1ISO 14371.2000

— REMEXEBEE HR 5 198 B AN T B B B
— HZRBERHIER,

—— MR I AT

— FEEFRLHFREFRERNOBERRE,
— SHERFMHEL,FIESUHEREE.

D.8 IR .EPMEBASIEHEENEHEER

1 .

—— HRRBIR RS,

—— EPRRHBRDRRE Y, BFBEEE R E NN RS Y,
— BEHRREY,
— S EFERE GRS SNk E,
— B IIBESHEL,

—— 36 M 5 (BT SR A0 TS e F () B R
— BXRFERAMEAE LY HXRER
— HEEE Haﬁﬁiﬂﬁ%ﬁﬁjﬁ*ﬁh(%ﬁuﬁ S E A E G RS Rk,

17




YY/T 0316—2003/1SO 14971.2000

ff & E
(F RBHE M
HFETFEANRERE

E.1 REfit

RS AT RARRR T . AEEFAEREAE BN E, R LH AT L
4.4), YHBEYHEETTEA RN, EEHRRAITETRN. ERNREMATTETNEEEES
BT 07 B B9 ek TR 5 A ET BB E AR BRUOTES
2 E. 1 oy Xs B Jﬁiﬂﬁﬁh&bﬂﬁﬁﬁﬁ%‘ﬁﬁ—— 4y. AE 1R~ PABEEKBZER, REANT
FR—FH ., XFAERECEATHANET B, WRICKE B ERT BT, 8 Tk
T L fﬁﬂﬂﬁﬁﬁﬁmﬁbﬁﬁﬁﬁr IR ERN. NEPBEETHANIERNSGS
MR P EMRE R AR EE

—— WEWER IR E P A SR .

ﬂﬁi‘fﬁwﬂ“#’ﬁ%ﬂﬁ“$ﬁﬁiﬂiﬁ PR RS EHFRIRT AL R RE, U RBAEEENTRE
EERNERISRK., REBMUETREERRERERERR. BT #TREM T, RENER, B
BRI EE , MBI T A

i

=k R HT R

FrRATERER

% B R E R

ME 1 SRERKREE
E2 #%

E.2.1 BRI

EE B EIET R AN E Y ER T, LA RER KM E BN, WRA A /B H &
B4 EERR., — AN EERRNTAEBREESTT. & 8 AT LUE FE T BT 48
BB EEKEREES L. BRNESEL EREESN AT ETEEAEBHERE. 7
XHEAT,.BERELEEESBJILE, FMPiE X, SEAEEFTUMAN FERD FFE
RS EBRVER V2B FERPLP2,5),

BRI ARV B E G SRR U LA LB e R A IR EE T FE .
18

q.fk

il-i




YY/T 0316—2003/1SO 14971.2000

— BEEGREETE R

— BEEBREERYBESL F

— BERBRREALERUEZHET?

B M AFEEMFNEEMREHELENERE. B THNI TS/ iTEx.

—— F M XM B 5 g,

— MASNT T ER I EE AR,

— FIRRZEHB.

IR X ETE RS REEH. i FEREAN, §-MEEEEE S, MBS, FHA
HMUER, BN M EFR HERSE, IEBTUENERNESE., UBEXEHEAEERER
WS, MBI B E L K I M.

FREENEERATREERN . MAEEINRS., F, AL ERMEERE
R . RTREERMERATHER E . 4. 3.

L

FRAENE

E.2.2 FEEEKF
A THGFEREKRFHEES R, HEFNERAE TETF#ROERAFS EESIHF FRES
R, AMAELRPA LU ERFESEERNEE. EXMERT . HERERERESRILE MMM I E

Y Fﬁﬁzﬁ-ﬁ-%‘lufﬁfﬁ&@(ﬁﬂﬂn'f@ﬂﬁ% BEM. AN EN RERABRASEER(SL,
S2,4),
EEEERMEAMENERLT HEFEFENSEESHETF BB E™~E EFEATE,

E.3 KMERMNTEZHE

E.3.1 =N
AKREAEMTEZHRE. BETEZRRFELT .
—— HHERTWE RN EE R ERARE, BRI EBY Ri e el E Ty 8 (R

ENE) B K
—— WHREIWEE P INERE — R R B RS E YA GE R IEC/TR 60513:1994 1 9,
10 )

—— B ETFME EXEAEH#HITHR.

AEEZHETRNERNRFEREN T REA B wHET.

K 20 F Al =4 R .

— TEAEZK;

—-— ALARP(E R X ;

— ABFHKX.

EMKBARNER AR E. 1 R, NRRENEITHER. XM REEFEMDEENE.

BB R EMAG TN AR T ESCER B R P AT & — bR IR 3, SRR
H.HMEERTMNE RN HOSRER ™8 E %,
E.3.2 TTZERZR
EHEHEELT, — P AEENEZE UETEMEMRNE LEUERANTRREFSWIANA R
KRB RALZBATR. EXHELT, NERBWTUEZHN, . HFEAFEE XN RBREES .
E.3.3 AEFT(ALARPDEX

A LR - MR B ERNI R BRI UE . M ESETFHREHEENRSEE T 2 E ., HXREEE R
ALERNBEWAEZNES. FRIABEZ AR NZ R0 —5 BT 478, 540 KU 3557 2w 7
B AR K F .

TR SRR S . THEEFRITEER

1%




YY/T 0316—2003/1SO 14971:2000

—— F AP, A
— BHFAITE.
A AT R AR A B R R EE . A THEEESE EiT SR — B A TR
R R R R B . TERE B WET B SR E AR TR, BB A A
78 7E R AS TR AT , 352 KOS T R R T ARER 53E T BT S K, W] DAY 2 XU RS 52 2 22 [
4
E.3.4 ABEWFE

75 5 KU , TR 88 F LARRAIG , 7T BB AK T I W oh B A RER VR IY.,
E.3.5 RE—EFHERRE

5 e v T T R A R 22 1) 9 B R A — R U R 2 K DLERFENENHTEIE; %——~
ﬁ'ﬂﬁﬂ‘ifﬁﬁiﬁ( (85 By A 26 1 3% 25 FTRR A RS o A ] A bk, RATVE S W DA . HAE T —
fo 2 ST KU B R — N R R R Mk 2R, UE T ATERXE ﬁﬁ‘-%rﬁ,an‘n/ﬁ
%Eﬁﬁﬁ%fﬁﬁﬂﬁé I VB X g — M FHET—IK.

MBS HEAEERNERERIAFTELET EE B EHT MEREE. SR o 2 K AT
& BRI R AR AR ER PSR, FTNBRNERTENT

AR EANRG R, R RRE AT R L FEARKE B

L RELEBABEEESTE, EARRRAATEHS S ERKEREATH.
TE G —FMiEm T, X RELE 5 E 4T (ALARP) KT, RS, B X KB #1325 FEAT I3
02 A 25 M5 KU , T XL B A2 T ARESZ 1Y 402 2%V E B R, T RUBR: R R AT 8 32 1Y, JF BB IR K
FE I FIRT .

B, — B ETA XU ER R 9 ol DL 1, Z2 04 BT A B9 & XUE DL 4k 2 2 e KL 32 25 A

SCREZE S AR o A L A, X OB A BT B A M 1R A IR A TRI R

) RERERIAATENEHTHE?

b EEARGAEMEHEEERAK SERRCEINGETTNEKF.FERARE#HZR

L7
) BAEFE W RE R A Z RN ETER T AREE?

E.4 SJyERE

E. 4.1 %%EkH

(EAME T BRI F— TR ENE RN . A PR R R BERE .

— FEPLRR,

— RGEHERA.
E. 4.2 BEHLZER

W F BRI, R F R R T AR B (— R R R £ 7% & B LA T M) B A
P 0 B B SR R BN LA ) . TERXRMB LU TR L AT LGS I AR AU B AU SUE — M EABEFER
S EBEHLYE R . AR R A EALEY A RN . TR KRB RRAEREL.
E.4.3 BoEEX

2 435 bk 2k A B phy TF R AL T B R B S IR CRLE i LR B 28 I SR ) 18 R A » 336 2 B TR 7 R e A\ B
FIE & FREEAEGT . BEREERR

S G M A S AL IR FE BB PR A B b AR T B R R, T LR BT AR OT & L VAR B Y (R AT B IR
NERTATBESI A, REE R EFUT «

D) e ARE A S R T — R B ELE. B REEERE ERNNE HERNERT

) B ERERA ERAER,

P PR

20



YY/T 0316—2003/1SO 14871.2000

b) XTERFHEATAEINHMBERBRTHEAYNLEERME AR, &Ly H
W] B RN 2 A ML L B B B R S R (A an AR D T IR T R IE AT RD

c) BT B B A P RE W BRI AR A
HHENSRAEZENRERFIICRES

AT R A RUEREEN . XHXEHTTFHMHAE

'h::

MRARBEEEHN, ERATERGAERF 2. —1

LB B HTIC R

D X B AR BB AR UA A 80 S XA B K B A

H 1) B A5 K F A RTEERY

b) REHRUENEN-BNERGITHTERAFEN.,
FEAN AT BB O 2R 40 Pk 2R 20 ) A5 3 4 — 138 24 80 BAS KT B T DA AE F 28 RR RO 18 5 B O A

%ﬁ%ﬁﬁuﬁﬁ?ﬁﬂiﬁﬁﬁﬁﬁﬁ% FTEIE T

Wb X R FETTE . JFER , X AR SE PR Y KU AE fﬁﬁ&%%&%%ﬁux_f%iﬂ%tﬁﬁtﬁ

HESBEREMGIANSEREANREERENMEZEE —FXR, EL5EREEREESRY
HREREXKWITAIBERE, £2FE6E1. ERE

- EL A R XU BR: 7 ) 15 T RO RCR R 2, BESR B

N T P P S

R R R .

21



YY/T 0316—2003/ISO 14971:2000

B & F
(3 B EEM =)
&5 B AR AR
F.1 g&m
KW FER— BT 43 NENEEeTERBRETHERE. XEHAREILFH,3
BEAE—, EEAFREEN M TEEFNERELHET M. #—FPHRHET. K
3-9,

F.2 S#yEBEAXMYM 5 H(FMEA)

FMEA FEE—FELEK

HR,

- B R BB

IEC 60300-

JE AR BE X HEIT REB A EFFN . BER—FK

FA ] R A SR e oo S AT A 7B IH S

BRI — AT, R M — N — A, XRUEEEEHTH, REE I EE S

— A EENINEREIEK.

FMEA A3 BEEHEEREFEER MMM REBHERETEHENME, MEN—FEER
MR MM ERE S (FMECA), R T HTXMSILNEHTHRETT#HNEH.

FMEA S FA B A ChE#E MR —fE AR . ol B THE M EIF D EN 2 (FTA) 24
A Y E R A

KR T ENRAL . ELETAEHATABBERT A SRS REERN, U AN R THEE
— B AR -

B LRHEA NN EFNELZR R IEC 60812,

F.3 #ER D H (FTA)

FTA FTEEZ—MHA

HEH”)]
Be IR N Bl X
HRGE
Bt RA

HE5R
N2 RE P
F14E e L BRARART

FTA 7] 3

tr. FTA £& =,

A,

189 .

N
Y I TE R %
F Sl B o

22

) i B =X TR 2K

TR

?Hﬁﬁﬁﬁ%—ﬁm#;qﬁu
RERGHEMBE, YW ME RN, 7T g2 KAl

KA E

F 22 (HAZOP)

HAr A ERE3
i, DVES TR ATREAS

X% &R H
IRER. EWHE

ﬂ_..

BHEHART
A PART & = &

mfﬂ:i’f RPN

B

L‘-?' =

F R, BN —F & A& B/ JE R (IRFR
BOARTEEAFEERNT MBI RLEKHA
RENAFENREIBTHRELFE, T HEE
R A R AR 2K

=

BB R

REFERELZ R IEC 61025 .
F.4 fEEMAIZITHESR

HAZOP %41 F FMEA, HAZOP R, EBEE
B MR EEEMTETEREMNAEAZ L. REARERA

L

:HY

ABRRFEZ KA
R RERBORERRBOF. AM

BER L, EERXRE
e ) e B AR TR B R B A A EE B iilﬂﬂiiﬁfi‘r%ﬂ@ﬁ%%ﬁ A
LAbiE MFEAEMHRER. B
58, PlETH R T R, |

'ﬁs

%

"-‘

B3R B pr i B
1R ¥ FTA Xt

W AWM EAE,
%:ﬂ‘_fﬁ%%%ﬁﬁiﬁ%
A AR BOEE

S H#EH

HER”(E

I BEAT o1

RERITHEZEIT BNGIEN. B
HAZQOP EALz= Tk

T AL Tk,




- - - -
_
o o— = Tymrtm =

—_ == -

i N FE
BT an B0 33 17 (B 20 R

o T BE 82 WA Y 265 B 4E 8 o R (BT KD
HEFETFSBET R ENARNEITARHARSN;

a) BB
b) HBISWEIL(ESR .Z57.
I—IAZOP HEREHRE:

RPN BT B A i B X BE T A% DR T 2 L AT A LA e B A R R
TR BTN "HERREH R REFH AT TERIR) &, ,:‘XTEJ?

YY/T 0316—2003/1SO 14971:2000

- HAZOP ] [}

HAZOP MR TFF ST .

T B 2

%%)ﬁ‘ﬂﬂiﬂ%ﬁfﬁ?ﬁ

— fEHN BT R A KT AR 2 m R,

—— X PREH
e R EERER,

IR B EN BT R IEE, UERBNIESR

BAT AR AU BT Y

— AR WE R R,

REWMERETSFBEEZFRTBSITHEMA,

YA TR W ETE

— |

i s BOJE 1 H ip X BT 2 AR PR AR T Rl i AR B e A A

23



- —
-

P
-

- 5.z

2000

YY/T
0316
ISO 1
4671

G

R

: EEE
B H b &5
s

b

R

=

= G.1

- "
—
-_,.I,._.“
£y
T -
r—i m..u...#.u o
ﬂuhﬂ% -
- Frr nﬂm L.LU... ="
o i -
5
|m_.|| I.._m.uu.lmﬂ: -
- |.U|.H_. - _nm._h._nx
4 Ir-UUl. -
TR 7
T ool
e [y -
i Ry
L J
(e SN
™
# ._u.,n._nTH..”_._..H o= N foi oo .n_uﬁ.._..n. vE
\m m et e T - g ) ] e et _u.._.rr..._.h..._
oy e Cr ..|_|.|..._..__.,”._.n...1 L .n..l..J._.._.n = A bro e
b2 y iy Ay Y o, Pl ok £3) =f .ﬂ...__lumrﬁu_ ey h? = ....n._wmn_L
(e o el PR L TS g whl T L ey ol L
— o - to 7o A= el R RE: _mn_u;u...n..n.__.._.n..n...n___
e O o, oo N o et Bt -+ [ - Eagieed Erheey e, 0 -
£t n...m.... =~ o r,uud..r.ﬂv..n.. e ] Fio o e =gt =Xet - e o
- = ._..|.“n.”rr|_.n.. .H_l-r.__w._..u.“ ._.._...._.L.n..._l..u n_l_uu._.u..-h_._.. TP =0y ._u...n_mn.l __l..”n_.l..n.u.._nl .u_r._n_.l_.J_I-_._u._n.ﬁ. fa]= [ J.m_.r.ﬂnu_.l..r =
—=H el .._.n.._u.:.n...r =h el e ! ﬁ.....r-? =y = dl.u...__..n_. memeere = 05 I o'l i L
s o o= ks )R ko Wrﬂ = — E&d maeY Foy oo Jur.nr..__ur.n._w...__ Ly p e 3 et
.-.ﬂ—u_ o= .ﬁ.Uu.ﬂ ..._.nm..u.uln.n_nhu...l..l_..h..l__.._ﬂ T _nlw_.u.... Ir.h_luunn o] ._.n.|_..|-,.|.|._ z . .llﬂ_.l_mmn‘um.mm_ﬂnl ,H_;Uuﬂ_nﬂ_um_ - __u.tl ” pa i) o .___u._U..u.“._nl...u...ﬁ_. k- u"t..u_.ur.ﬂ_ _.un.nl,n“r_...h..:..._..l_u fnd ._Ur__ur.n_u
Py Ja e e o L el ey 5 e e e - 5 b e _..”__wu_.._....ﬂ.r.np B a2
— eI .,1.hu.._ Lz ey L D L2 g g v J.._.J.Tx gy ey +oy-r (e, T
e S SR B g e R SRl L i s e ﬂﬁﬁwﬁ
e =5, TS i % - e A u Fo
< Sl el SRR St oo e e Eeid
—a - u..,_|.__ = .|_|l_u.._H. = -, . x _Ll__u_. B S J.||__|-.H.l| ..I_..H.uﬁ. Ry - UH
ot B ] 9 < RIS > e > ﬁn_"% Rl e
.N&.\ — e =T s oo L el iy oy e B o) 4 n; P et PR
= — o o s % ._uJJ_urr o - o e hm_..”n.._u.,u__.. _u.._..r._.uuu.._.
. Pogaadeees Sy S o e e e e .__.,”__..nn?.i
- - © T e ERp e s e
=t 20 T S Ry e s ol e
.|r.|.r.__._... g ﬂnjﬁn.._. fo g [y i o= o 10 I i -1
e = ' atal pu] I e . ﬂ&._.
L ] oo g} Jﬁhm? o L mmw.w_uwdr um_nm..wm.__mrmu En
() — ,.m_.?_“n_u_.u. ey ey o ..,.._1_...;_..%.._.h A=
&l 2 J.LIJW = - |_|._. ._llr_._.l._-.Jl .|-_l| Ea i) I.H_._HT .m_rl__ulm-_..n._.l-llur .|l_1 |_“ﬁ‘_.l .H-”__
— . 03 F - Sz e ot R A St
=P AT o w0 2 R o T o Sl
1 .-4_ uu_lu...u_.”)..UH_ .Mﬂlr..nﬂ_._L E ..l._u.n.,H._m._"nm_.UJl_nl_u,l wl __,lu_l_U.l .m.“.l_ﬂ.,“r: |ﬂ....|u.|w.ln. _Llnmwr.m.n _ULru.r _H.JMLFH._WI-..I_”_.__ Mﬁ..
[ o o I 3 o i = -as s L ey = 2 '
_ . .._m.:u m._..‘..wu. - A n_.“__n..m_.lu._.., n._r_..,_..m_...Jm_....,.n. = 2 _.._.r,.._%ﬁ.n.u mﬁmm.ﬁm.._.,
F|...,Un____|. ) et i ._U__l.ur.ﬁ..nm..ﬁ.._. ..mr__.lﬂtr_u_.u = A =5 rn.mn.u_ﬂ....uu..l._nm
L= ot . - T |.J.__|_.UJ|.".._.M_# .n..n.n:.._u_nnﬂ i
0 < = e Eon M sarmlene
T Ly ot - i ey, I
E 1 n...l_..m.t_... Yo D2 ....,.Ln_ fu_...nﬁ.u..u = s .__..__.l..._ .__m__.l ﬂr.l-_-._JJ.u___U.. L 20~ H...r.n..-.J..U - = ....U...lL
SIS En sl Bl et o8 Sies R oo
S = .. Sl ¢ S e
& [ - ?&F% S RIr Rt e S =
: Jiz=yor pIey g e o 7 T T S o e oo
~H — (- el gy o, i Ty ) = ....rju.,.T e I
.r:.f.rr Sy ,m._n..n__m_.ﬂ.mw,..."nﬂ..u _n_,un..__._...m._.um_uu._. .u..u. .nr._.__u_ m.._. h_n.uun...uu_m,.n..wu_._.-.._._. ._u”.:u ! 2 __u_m._.__u:.mﬂ... ..l,m_._ ..J.M..u_._. .r._nn_.,uu_nv_lm..._.
Snmn f A Y g ) T % it ey =i
. = 1t © i S e o T RO e 3
W ﬂfﬂ;.;ﬁ,u_ o ety i o O ) ot o, o e et T ZIEN,
L] Cin L O Gy nlpart o s 3 T . o) - ~ T g
-=H 2 muhr__ s ez o o g o k) 7 e ,.__ﬂu_._r s e ._u.._ur.r_...n.u..._
AT o o e ! o ol ERE - 5 S o
:.._..u.r.qh = .._..ln__u.r Ry fls ras [m'a) i - -._.JJL_.__ﬁ
i 1= _u_._._l.ﬂ..r = 0 ...._._l._.nn.u_..n.. el - o .__J“_.Jhu_lﬁm.._..ﬁ. (e !
— on SoT i ot ot a2 g o ]
re T ,._..ur.u.nr..u.n_.._u_.: S o Y 0 ...m_u_..__m..r __..|._ g ......_n_..__ ._m.__.n.u.__ Cop-=0]
Rty i il i .._ﬂ_u.b:_u ._..,._qn.u._m.._..., r_nr._m. ..unn.u...u_..i-
’ J_..“n._n_..__ T o e T .__._..ﬁ.ﬁhw.. oy iy
< _ L ol e L s
._._.—T_.. b ] e e e o = e Ea 4?&...““1?%
- s R S iy RS et AT
C _H_ur..lﬂ _U....ﬁ_u..ﬂ_l._ ._Hﬂ.._lu_u.ﬂ. L .ﬁ..JJ.u_u_Jn.
..l._H.U..n.___l.Ll.._U hr _U_UJ._U..I._U v I.-l.... |..._|| ._llm..lr._".d.l..u_.llhlhﬁ — |L|_I“_.
. - == e o X= ._......“ .._“.u..ﬁ._.._.._.._. co ._....._.._..u i
i e Lo oSt g
& S Lt Loy
e L G st nnb.u.j_uﬂ,wu_u H n..nnﬂl P __.._,.r _..nnm_.mn.% 2
e {J o R i S AN TR s
I RESTE S R s g e e
. d - ey SCpneTAe e A Sam, 2 T T
~ 4y — 5 N S oo Sk
a * c.._u._w_...,._“____ﬁ,..,..... ..mﬂum.u.n,. lr._T..uwnn: R .rL:m.r..H_
= = o -0 o =z
m..h-.u ﬁ _U..U .Il_ _nFI _UI.ILILI Lr _Ul._..l_ll.l_..r — _Uﬁ i’
ﬂ_.-‘l - e =T a .:..._...J-“_.
. = ___#.. o | Lo o N
~1f uw ...._.__m_mq.hu.d_.x S n_w..r.._..nn ._u.“._.._.._.J..._...m 15
gk s P pCEr
- , m o Pt Tecthiind G o
ey - "o Ay ﬁ..:.d ]
o ._.u__.._._.dm_mr._q._ et e = i
. | L o o etk LUy
! =H - G ot oo o =iy o e
ME — e S ._nJ.._nW...u_.LU._. 3 _u.u_n__ ﬁ.n._r .,..._._.u e n...._“_.._ i [
T o =) . .
ity A 1 i TRy s
ey el P L
“ & = e e Sl G S
£ By e 2 B o i =T
* S [~ .__4..”. 2L _.un,.u_.uh...u._r.hn..f oy L..:]...nn .n___r.u__l. H_n _U.u.n o m.__mr ot .um..r_n._n.. et e Lo __n..,m..u ...__._.nr__...ﬂ.nﬂ_ql.ln.ﬂ_..l_dﬂa.
e = _u._,.ﬁ.u.m.,._.._..__ Ay u..._u!”n_u_ S ._wnw_r.._mﬁh_ =Sy - n..t.n.u.nH...r...i =
oo I,“__.n..,.._enW g ey Ty [ 2o 0 o p p ok ,_wr.n.ﬂ...nu e
E |,u.r.__uh__|...r.n.|1|,.__.|._...p. 5 (= [ r_._u.n,.....,.u_.. _u__..nﬁ .nn.q_..".n__u..:._ﬁ.u = ._|..n_.|_r._.. o
£ = o oo G oy o =Ny .____...._m,r.__n.u .___m.nu.h_ Rz .u.u,un._h_.u-_w_u.h, o
V-._ __”_...._:_...._..uu..ﬁ eyl X N ) o, e 1 hH.mTu - uﬁ..ﬁﬁ.ﬁ__ 4.0 5 o
* L _uu.um.ﬁ_.._nnﬁ._.n 0 |._..|_”_“__|.._|. rﬁn.._n_..._ g e Ly ) or = _um.u....u. s ~ [y J.umx,.._un_uq: _.._u....l.
et o A=Al = gt e ek E e h.__...:...u.r..rn =i %
.-..,l.r—L l||_.|-._ _UU_.. = ..H_w". [ e I b i r P == pol i ._.l_-u...ﬁ.1 L-._rL-..ﬁ,..
e ey 2o A i e ¥ gt I
ety =] -5.,_“_ . . 3, gy 11..1-
%_”l — N ity u%m_w.m_r _..s.__.._.._..n.m.- oo g mF...ﬁfm]ﬁnq r.m_\.;,ﬂ_mr.w.u.u_ i e o
er _|_,|.__|._|._._. “.n - 2 _..ﬁ__.u.hn____.l._ﬁ.__u,.w._n_.__.u..._m.._.m._. _n_...l._nu.r_n_UU.HLru._r u.,:.__Un_l.u_r,...n. _|...__..,_._...|n_..|.J||.. AP ....U._n.l
e e £ ¥ i ety o o
T2 &wﬂu . w w?wﬁ_u oy S e TR Rehis ST LA S s
. o B o0 fn_.um_..wd u.ﬁr.......;mm._.h-ﬂ .,_um__..n..ml L = E.H_dﬁ_:.. h“.__nrhn__. .._u_wm._.._n.“_w .._u.h...,_..“n..__mmq.h.
«H e oy ity =T = 249 =) oy ,.u_.._.r..n.u. p o el .:.wuu.m_w._..
S iy o o ¥ . £ott o Y i
voll 15 b gn k = P ey oo & o o .__n.:#..n. ot fo n..ﬁ..._._J_mnn
ud e Erpnar il ey PRt 5 o i L_,.ﬁﬂ.._.uw oo £
1] ol o P vl _w___m_nﬁ g Faes P e gz
Fe — e h.u.uu h.w..,\.,m.._n.an O AT Lo, 2 v _m__m___m_.._., i ..__..?u_..n_n. o e i rn_,nﬁm“u =B
.J_,:_“_....- H.n_.-__.n__” 4y o e _u.a__.._u . e fan __”...r._u e iy et
e Y AP do oy _u._wm‘.._m,ﬁ n_,w“w.u...__..w& A 1nmu..n.,uma.ﬁ o
Lt g W, afn .”__.r.__.u_ur_u_..__ur .__J.Dfuun a5 Ry = ) ....___..:._n_u o ol B, o n_u.u..__r 2 ..._._.u_u £ ol
o't 3Lo T EERA F C e n) T g -
e i A oHTE A 5 S g _mfnnm_ﬂi
~ it _.TI_-_. T oy S epte T ._u_..n: .n.._..I._u.rm_w h_..mm,-LLLu Con e r_....-.u..n L
N . s < i 2% et ok %_un_m Lﬁ._.d__m_ﬂ_.. G o .umnﬁﬁ%“_
% T i R o S ..r.l..._u .U...l.._m._u = -ty .._.|.__..|._ .r.n.f..l.n. L _.|_r|.__..u.1.,.|_. _U_nr. I |&.J._..1._uu el .|.U...u_|u_r|..__..
— - EEM B o ! i ey oA ey . e e g
m& 51 e %ﬁ .E,I G A G R T Lm_w EPRes T e e u:_m:..rmn.uL ﬁ_..a.vwm.m-
h, o e i I oy 00 1 ﬁu.._ﬁi.._.J m <200 paE P
Eag 1.|.r _d_r r Blw e - _UL.|r
.___H oy =0 T ﬁ.aw_.n...m_. i_mw.__”_ i bﬁqu._am. Eape Rl el e
52 HL hi = — e e e S e sk
e pe o ek oo _.s__...__m_.#__m..: .a._.ﬂ_-.,.u..h_r.xn: ...:.“_nr.ﬂ foy e
= g4 A o uaﬂ:m_p,n e oy SR ie i
qe! & T | = - R B e 33 et an S
._H”_.Ee.. Wllﬁ A ._.|.J__|._._n,. o .__.u_.._r_n_..ﬁ.un._w. _n_.,_.._Ln_._uTu. _..ﬁj..u._.n_“nﬂ_u_ .n_._.r,.._..J.m__H _|.Uu_..._|., ..H_L.umﬁ_..
i\ — o L I o Yo Y= e oS o,
il - &2 Rl e LRy o o Cn R S id%bﬁ%. :
% 1= K E . ol ok b S s
- 1£y1EA s s S Ratlertye o L.d._n:u o s
- o 1) A M == = 1 [l L ] i W
@n \_UA T G L= ﬁbmm{ ﬁﬂuﬁﬁmw J_.m._."_uw_u_w_..: e o S i g N Eae L
— ”.r,..._:.nu...h.ﬁ‘... ﬂmﬁﬁnmn 3 ;..._mr..._i it urmw;“__:mm e ) Sm..nm_f_ .nm. Lo
- e - 4 In - L, - il - L~ S
mﬂ mm Syl A .w:uu_n- LENGH : ﬁm“u_u._m__. f e e ey o
Ry i - TN Lo, Fors (nfwnin 4
HE S Hm S S o s e e
- S - il = S - =TT -
(i L, EpY o S oL .nm”n.um,r .mnda_fh = u;h_,...u.h.q..__.._..._.._.“ 25, RO N
— W L oz o - o etete Jes= T o e m%#& ey m..fr.rn.‘,.._ﬁn_.r
..jh._l— l -7 3 |_U.H_._r._. ....ﬂ-“.u _1.IU _lu_h_ﬂ_u_u.n._u l.l.lnu____ .I.-J.L.._.ru.u - 1ﬁﬂ_ﬂ_ I.r_l._ut._-.“_ -
- - n B £ o -t P o Lu,.__..n_u_..n o T e
ol ..1._|.rl_ ._n._.l_..u_. 5ot al ._.-_J.Djn_. LT .._UH....... .n.nﬁ_..._ H_u..,..urh.
meh._ = oy hu”._”_ g e ] R oo AT .uh.n_u.fc
L APl o __.._uﬁ.u ..ln._r.__ _...u_.._UJu.u..m..n..| ] ._..___..ur T o
= = - i S IRty wte o] Loy
I = X b B i Sk (o B
a 5 S R
) - el N ||_U.u..|._..._|1|._. =y {
- e H P Ao Eaphs
frani Lo o Foo
n .n.l.-.-n L 1] J..H..MJL. .ﬂm. _U._U_n
E H - m E .-u"ul A 1 mﬂ|r|
5] m e
=l - —
&l 7 e
> il
= A s -
B &l I

E‘-ﬁ?u
& T AR
B A1 M KB

fH %

A

24



YY/T 0316—2003/1SO 14371:2000

2% 3Lk

1] GB/T 20000, 1—2002 #FpE4 FiAH % sh—8 A 1RC (SO/IEC 3858 2:1996,1DT)
21 ISO/IEC #5715 51:1999 HEHREHSRAEE 2R EHTEHE
3] GB/T 19000—2000 JREEHER E?ﬁ&iﬁlﬁwﬁaso 9000 .2000,IDT)

47 ISO 9000-3:1991 FEEH % 3 B 150 9001 X E AW & - N FA4E 47
} # R I8

f;r 5] GB/T 19001-—2000 REFEER ZERAISO 9001:2000,IDT)
.“; - [6] GB/T 16886.1 EF&HBREEITEN 5 134 . AL E (GB/T 16886. 1-—2001,1S0
[

——
[
S
P
S—

10993-1:1997,IDT)

(7] GB/T 16886.2 EyT8MEALEYFITEN £ 2 W .3 ERIPER(GB/T 16886. 2—2000,
ISO 10993-2:1992,IDT)

[8] IS0 10993-17 EJ7F&MRAEYE M ——258 17 35 Al gt B R vF R 58 %€ vT I 35 ) J A9
BIFHRR |

9] YY/T 0287—1996 FEMEFZ BEsm X GB/T 19001 iARNEIJEX

j 10] YY/T 0288—1996 FRERFE E/F88 xf GB/T 19002 R K% T TER
& 11] 180 14969 JREAR—BE T ——1S0 13485 F1 ISO 13488 #y 1 FI15 5
127 1S0 15189 E2RBE N FREE

137 IEC 60300-3-9 Wl{EMEH— S 3W S . NEEE —F I FH . BREAZHRXE 4
IEC/T R 60513 EHHESEZELESIFEMNELRER

GB 9706.1—1995 EHBSIREE E 7 @HE2ZERKAEC 60601-1.1988,IDT)

IEC 60601-1-4 EHBREFR{R —F— 2 . 8FL2ER—4.HTRE-ER T mEH
; [ER

IEC 60812 ZREHFIEERNSTIEAR

IEC 61025 ¥R 4T (FTA)

IEC 61882 feZEMal=i7EFE (HAZOP 53>
EN 12442-1 BE¥Fasmm &R d R LA R BRTAEY ;
90/285/EEC  1990. 6. 20 T A HE A T EIT7 280 (90/385/EEC) #) i A El ¥ & i LA 1Y
BTN (¥ 1993. 6. 14 MELSEITaSMF N 93/42/EEC #1993, 7. 22 #HE &5 93/68/
. EEC 51T B2 |
\ [22] 93/42/EEC 1993.6. 14 MESE BT 93/42/EECGE 1998. 10. 27 BRIN U =M HEF
SR s EST R S M 98/79/EC BITHI A )

(23] 98/79/EC Bk & HBESEIMZETET w2 N 98/79/EC

.

—t
o

N e B D A R N D N B BN B

(-
o3

(S R N

—
o0 -3

pomeed
)

i)
(A

L ] ) L1 11

r—1 0 1V 1 1 1

)
—




FHREARXAEESD

70k B M

E7EW REEEXNEFHEMMER
YY/T 0316—2003/180 149712000

¥

T H A M R 4t 8RR
It mEX4=8mitE 16 5

R B 85 7 . 100045
B i% 68523946 68517548
o B o O Rt R B S HI R T B A
FEBEILERITHET SHFEEERLE
A 880X1230 1/16 EFf 2 F¥ 50 FF
2003 4E 12 A —R 2003 4 12 BE —KEIR
EIE 1—1 500

¥*

2, 155066 « 2-15489
Mk www. bzcbs, com
B ER RBUHNE
253 B 1 . (010)68533533

YY/T 0316-2003

[




	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16
	17
	18
	19
	20
	21
	22
	23
	24
	25
	26
	27
	28
	29
	30

