ICS 11.100
C 44

e N RS 36 R [ [E 5K s dE

GB/T 29791.5—2013/1SO 18113-5:2009

TR SM2 I = F7 25
HIEFRENER BRT)
£ 5 &5 Bl R SM2 BT (=7

In vitro diagnostic medical devices—

Information supplied by the manufacturer (labelling)—

Part 5:In vitro diagnostic instruments for selftesting

(ISO 18113-5:2009,1DT)

2013-10-10 &% 2014-02-01 K7
o A RS RIS RIS, o
o R b ME RO & B2



GB/T 29791.5—2013/ISO 18113-5.2009

][

Bl

GB/T 29791CIRAMS I BT d bl il s 4 it i A5 8 (B 7s) )32k 5 &R 45

— 5 1 H o ARTE 8 AGE K

— 55 2 #B 4 Tl AR SR 2 Wik R

— 55 3 B4 B RSN WAL RS 5

— %% 4 #B4r B AR SR W]

55 5 74 H AR SN2 W

AR GB/T 29791 HI5 5 #4r,

A GB/T 1.1-—2009 25 H il 90 00 2 2,

AR i P B R A R OR ) 1SO 18113-5:2009(RAMS B y7 2 08 il 1 R 4R L A 15 B i) 5

543 F AR SMZ B AL ES ) .

5 AR G v R 5 AT A ] B SO A — SO %y 06 &R Y R SO AN T

—YY/T 03162008 [ J7 i s JXURS: 45 BEXF 1€ 7 2% B 9 1z FH (1SO 14971:2008,1DT)

—YY/T 0466.1—2009 [EIF#etl T EITFHMARE Fric FIRULE BWAFS 8 180 .8
FHE SR (1ISO 15223-1:2007,1DT)

——GB 4793.1—2007 W EHE LR E HAE R AL R2ER B 1o 8 HER
(IEC 61010-1:2001,IDT)

—YY 0648—2008 M & FEHI AL E R A WL LER HF 2-101 # ARk N2 W
(IVD) B A 19 & FHE R (TEC 61010-2-101:2002,1DT)

T T BEAS SCIF I B Be N ZSTT BB B M o A SO 9 2 A AL A A TR 1) 3k 6 4 1) 1) B 4T

AT 3 e S B 2l A R AR

AHR 43 e 4 T 1 i R A 36 52 36y 38 VA M2 W R G bn ffE AL HR Z2 51 25 (SAC/TC 136) HH

W N YA | W L 8 o

ZNHI e VN o= TN (531



GB/T 29791.5—2013/1ISO 18113-5.:2009

51

][

F1 I A A2 W TV D) AU il e 78 2 (4L 24 fif FH 3 AR 0 22 2 (AR S L SR i U PERE (R B . 72
A3 00 F U B 48 S FIE B B TVD R 2 0 T5 1 . HOE SR % 40 R B Bl 25 190300 0 FH A ke o [ %
RN AE AR

SERYMA TAEAL(GHTE) 8 78 4 3RO B2 7 28 A FUAR R ) — 3. T4 BR7E 5 DXVE LI 1 25 5 ]
A5 0 o AR B B R FR YT, WS % Gk 7], A AR SR AL T U R B0 TVD {88 A5 R R Y
A,

AR FR A AN DG TE Sy T F A R TVD AR R g it E 5 B . ARE B S GB/T 29791.1 Bk
G AE R bR AL BT A R R 0 15 R A S8 R SR R AR R RS

ARFRAEET EN 59250 TG ISO/IEC #8 F 5 2 &40, 307 BAE T 1B Bl (H 2 Bk, 46 78
GB/T 29791.1 W Ag R , 3 A 25 [] 5 e 00 A9 RO DR R b vfE . ARS8 B 28 2 F5F A GHTE 2 51, DL &
FE A St 8 R S5 TVD B Y7 88 bR s B i B R S AR AR m 5K,

XEFHUEAE N R S5 h F — 4R K R — R A TVD RS, AR A B S
GB/T 29791.1F1 GB/T 29791.4 — [Fl{fi i,



GB/T 29791.5—2013/ISO 18113-5.2009

K 5MS B BE 77 =S
HIEERHERNERRT)
55 5 B8R4 . B AR SN2 AL RS

1 SeHE

GB/T 29791 WA /3 HLE 1 F I A2 Wi (TVD) A48 il i 7 £ 5 B 10 20K
AR Ll A T U5 A I A SN2 W B A — S 0 A B A
Ao E T TVD BEHF.

AR AE T

a) X ARGEE R B U 5

by AARSNS Wris R, £ 355 15 9 R T A i 23K B 4 R D5

o AL HARSMZ WS

2 MetEsI AxXH

TGN SCAERT T A SO 0 R AN AT A PR TE B 5 L SO A B8 RRCAS 38 T AR SC
PF o JURATE H A 51 SO H i OAS CRL 36 P 8 B0 B 3 T AR SO

ISO 14971 BEIF At XUBS 4 B B2 97 #8 08 A9 . FH (Medical devices— Application of risk man-
agement to medical devices)

1SO 15223-1  BEYF&R bR T BEO7 4% BOPR 2 AR 7n R B 15 45 5 48 1 3870 1l T 20K
(Medical devices—Symbols to be used with medical device labels,labelling and information to be sup-
plied—Part 1: General requirements)

ISO 18113-1 fRAMSIIEEYF#em il iR AL M B (hrn) 85 134 Rk e SCFIIE A 25K
(In vitro diagnostic medical devices—Information supplied by the manufacturer (labelling)—Part 1.
Terms,definitions and general requirements)

IEC 61010-1 I PRI AL H =R B A AL 220K 5 1 70 il ] 25K (Safety require-
ments for electrical equipment for measurement,control and laboratory use—Part 1: General require-
ments)

IEC 61010-2-101 4 4l M S2 g s H i B s RO 20Kk 2 2-101 #R 4 R SM2 I (TVD) =
JH £ & F 225K (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 i 42l MISE 80 2 FIHL RS WRERAPEZOR 5 2-6 #87 RFIREOR  IKSH
2 (1VD) B J7 % %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 BEJy7 et 2 H TR % B 7 248 L 19 % H (Medical devices—Application of
usability engineering to medical devices)

EN 980 EJ7 #xtlidn {8 455 (Symbols for use in the labelling of medical devices)





