ICS 11.100
C 44

A N RS 36 R [ E 5K s dE

GB/T 29791.3—2013/1ISO 18113-3:2009

SMZ IR BRIt HlIERRAERER R
£ 3E S T IR IMZ BT =7

In vitro diagnostic medical devices—Information supplied by the

manufacturer (labelling)—Part 3:1In vitro diagnostic instruments for

professional use

(ISO 18113-3:2009, IDT)

2013-10-10 % 2014-02-01 £
e AR ICRIEH SR s BRI,
CRCITR S RO T T



%3

GB/T 29791.3—2013/1SO 18113-3.:2009

][

Bl

GB/T 29791CHRSMS I By 25 b8 il R 48 L A9 A5 8 (R 7)) )4 5 #8457

5 1A AR SORE R

— 55 2 7By B AR SN2 Wil 7]

— 5 334 Tl RSN S WAL

— 5 43R4 A AR SN2 A

— 55 5 #4r . AWK IS WAL

AR GB/T 29791 15 3 T4,

A A4 B GB/T 1. 1-—2009 25 1 B #0002,

AR R 43t ) R 2 A W) R 1SO 18113-3: 2009 AR AM2 T B 7 g bl il s 7 $2 1 0 15 8. i i)

ol AR SMZ B A3 )

AR 43 v R 5 | 0 B SR A — B0 R I 0GR 3R SO

—YY/T 0316—2008 [ J7 i A XU 45 BE T IS 7 28 B B9 7 FH (1SO 14971:2008,1DT)

——YY/T 0466.1—2009 EEJFam  H T EI7 8 MARZE Arid MEEEHE B WMAS 5 18l
FHE SR (ISO 15223-1:2007,1DT)

——GB 4793.1—2007 . EHMELHEHBRIRA WL LER 1Mo mHER
(IEC 61010-1:2001,IDT)

——YY 06482008 i KM LR E BRI SENELTR P 2-101 # 5. K42
(IVD) EE FI 5 4 194 1325k (IEC 61010-2-101:2002,1IDT)

T TR B AR ORI BB A RT RV e L M o AR SOOI 2 A ARG AR 7 FE TR 1 5k 28 2 1) 1Y) B AT

AR FB 43 H G 2 R R

AR 43 e 4 ] BRI DA AS: 565 5 56 2 RN A2 W 2R Ge b il A R 25 51 25 (SAC/TC 136) A H

AR 43 R A T BT A ARG 56 T

Ay FER TN R AR,



GB/T 29791.3—2013/1SO 18113-3.:2009

51

][

Bl AR SNZ I (TVD) {25 i) 1 75 45 1L 25 101 FH 25 R 0% £ 4 fff FH R S a0 L 28 bl M mE o M 8. L
T8 2R 240 I 2 Y000 P R e R R0k T A2 £k

SERYMA TAEAL(GHTE) 8 78 4 3RO B2 7 28 s FUAAR R ) — 3. TH BR7E 5 D05 LI 1) 25 5 ]
il A5 0 o AR AR B B R FR YT, WS % Gk (5], ARH4r 42 4L T Uh o %ol B TVD {38 A5 7R R 1Y
A,

AR R SN I TE Ry T Ll FH A TVD A28 R & BT $E ik i (5 8 . AR B85S GB/T 29791, 1
RGP S 2 oA B T T R R A A A L 58 P R R E AR s A 0

ARERSFEET EN 5915, A TG ISO/IEC #8 M5 2 #4501, 307 BAE T Bl (H 2 Bk 46 7F
GB/T 29791. 1 WA BR , BEA S W) T w1 9 KO DR bR . A3 4> B A SR GHTF 2 5/, DL K
FL At St R S5 TVD BT #8 bR s B 1 B R S AR AR m 5K,

XEFHU AR N R S5 il E — AR K R — R A TVD RS, AR ER A B S
GB/T 29791. 11 GB/T 29791. 2 —[F{#i .



GB/T 29791.3—2013/1SO 18113-3.:2009

52T Efrsa il FIEMRARER (BRT)
£ 38R Tl R SMS TR

1 SeHE

GB/T 29791 MIAES A HLE T 4k AR SME W (TVD) {0 il i 75 $ A5 15 B 2K,
AR A IE T TS Ll FH AR A2 W B 7 A2 — A il FH 9 25 B IR 45

AFR 43S ] T TVD B4

AT AIE T

a)  NERYENE B A R 5

b)  ARSMS W L AL 45 A A R 4 R R0 1 4 L R

o A AHMEIMS WAL .

2 MIEMESIAXH

TGN SCAERT T A SO 1 R AN AT A PLRTE B 5 LT SO AU B8 RRCAS 38 ] T4 SC
PF o JURATE H IR 51 SO  H w8 MOAS CRL 36 P A8 0B 3 T A SO

ISO 14971 BEY7aebl KURS A8 BT B2 97 25 A8 0% W FH (Medical devices— Application of risk man-
agement to medical devices)

1SO 15223-1  BEYFAR bR T BEO7 4% OS2 L Ar s R B 05 i AT 5 48 1 3870l T 20K
(Medical devices—Symbols to be used with medical device labels, labelling and information to be sup-
plied—Part 1. General requirements)

1SO 18113-1  MAMSWIEEY7 250 i3 R FR AL A0 5 8 Chiam) 58 1 8843 . R e SORIE TR
[In vitro diagnostic medical devices—Information supplied by the manufacturer (labelling)—Part 1:
Terms, definitions and general requirements |

IEC 61010-1 I P AL =R B A AL 22K 5 1 7 il ] 25K (Safety require-
ments for electrical equipment for measurement, control and laboratory use—Part 1: General require-
ments)

IEC 61010-2-101 P 42 ] Al 52 46 3 F PR U I 20 2 20K 5 2-101 ¥ AR SM2 W (TVD) IR
JH B 2% 0 & A B R [ Safety requirements for electrical equipment for measurement, control and labora-
tory use—Part 2-101; Particular requirements for in vitro diagnostic (IVD) medical equipment ]

IEC 61326-2-6 Wl f& il ML 50 2 FIL AR WREHRAPEZOR 55 2-6 30 FORZR IKSH
2 (1IVD) EE 7 1% %5 [ Electrical equipment for measurement, control and laboratory use—EMC re-
quirements—Part 2-6; Particular requirements—In vitro diagnostic (IVD) medical equipment ]

IEC 62366 BEIF il & H TR 7E BT 28 M b 89 i A (Medical devices—Application of
usability engineering to medical devices)

EN 980 EEJ7#sibr~ # FH 455 (Symbols for use in the labelling of medical devices)
3 REMEX

ISO 18113-1 A& AR EFIE S AT AR 0,





