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Electrical equipment for measurement, control and laboratory use—

EMC requirements—Part 26 . Particular requirements—
In vitro diagnostic (IVD) medical equipment
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1 SEE

GB/T 18268.1 WL EE R T4A%4. MM, GB/T 18268 FyAFRAHRAEIAIN 2 T BE 57 % & 645tk
BRI B HE T H R A R0 B F & ST A AR,

2 MEHSIAXHE

TR f s GB/T 18268 MZA# 2 M5 T RV AT f &2. FLEHEH S5 X
F, FeFf TS e A BB B R R E B BR A 8 20 BB 3T RIS AR 3E I T4 8B 43, SR T » 355 Jl AR 408 24 3B 20 35 AR
ST RES AT AXE XN RA. LEATEH B CHE, B H A EM
TAEEIT.

GB/T 4365—2003 HWL LTARIE HEEFFZ (EC 60050-161:1990,IDT)

GB 4824 Tk FH#MEFASM) SR E%E HUEERSEE  REMNE % (GB 48242004,
CISPR 11:2003,IDT)

GB/T 17626.2 mWEHREA KEMWEREAR HHEBEBEHAERLR (GB/T 17626, 22006,
IEC 61000-4-2:2001,IDT)

GB/T 17626.3 HEHA HEMUEHEAR HFHEEESGESHKERR (GB/T 17626. 3—
2006,TEC 61000-4-3;2002,IDT)

GB/T 17626.4 MBS REMMEBA B4R BRAE Kb BE i B R % (GB/T 17626. 4—
2008, 1EC 61000-4-4 ;2004 ,IDT)

GB/T 17626.5 HEFZE REBEMIMEBEHEA BWEHLELFRE (GB/T 17626, 52008,
IEC 61000-4-5.2005,IDT)

GB/T 17626.6 WIS HRRERMUEBERAR HEHENMKESEHNHIE(GB/T 17626. 6
2008 ,1EC 61000-4-6 : 2006, IDT)

GB/T 17626.8 MEHA HRBMMEHAR THBEHHHKE KRR (GB/T 17626, 82006,
IEC 61000-4-8:2001,IDT)

GB/T 17626.11 HERE RKRMUEHEA BEER. G FEMEGESAGRRLERR
(GB/T 17626.11—2008,IEC 61000-4-11.:2004,IDT)

GB/T 18268.1—2010 & . HHAMLEZHWHERE HEFRANER F1H¥L.EHEXR
(TEC 61326-1:2005,IDT)

ISO 14971:2000 EFFiR&E AREBEETRETHNA

3 AREBEMEX

GB/T 18268. 1 #1 GB/T 4365 L. iy LA K& T FUAE R & SGE A T A4 .
3.1

ESNS BT ESFIZEE - in vitro diagnostic medical equipment

ATEWERE AR, G E W @BRRIL, UERIT JREAE . E?ﬁj?ﬁ%:ﬁbﬁﬂﬁﬂ%ﬁﬁ%
B, XRUBREETEZHATERE ESTRERE AKKEER.
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R MESTTHRE—F BRI ETREH ENATAMHEERER. B HETRER
TEERBN P4 RERE(ER 2 BEEDAZPIEE TEN BN EREFREPFIEE ZL2£B T
fE. XBWHRFEHLRENEE 5XEIFFAHENWELTRESFHR.

FHF H ARG (B0, B 2 AT IR E S E T AL H A0 S48 v RE T B B MBI B S 4, LU
RFEHRNELER.

5 MARRALRATR

5.1 2m

GB/T 18268.1—2010 § 5. 1 i& FH F A ¥4y .
5.2 REMZFRESEHNEE
5.2.1 2m

GB/T 18268.1—2010 {4 5. 2. 1 3& F F A4 .
5.2.2 BREHEMNAER

GB/T 18268.1—2010 § 5. 2. 2 i& I FA 4.
5.2.3 BREEMNEAS

GB/T 18268.1—2010 9 5. 2. 3 EF FA 4.
5.2.4 I/0#%H

GB/T 18268.1—2010 {4 5. 2. 4 & FAI 4.
5.2.5 HEEE

GB/T 18268.1—2010 # 5. 2. 5 i& T4 %4 .
5.2.6 HIIFESEME

GB/T 18268.1—2010 4 5. 2. 6 i& fil FAEB 4> .
5.3 RBMEAZRNEENIEERSE

GB/T 18268.1--2010 B 5. 3 FEHI T A/ HHMUTHE.
5.3.101 THE&#

N 3 i 3 R R R TR A B AR R A .

WA AW s A PR SR (B 40, A7 32 R it At e BR AR WA ) , i i T AR 4R 7 S XUBS 2 A E T
YEBER, , 13 Bl T AR B 0 36 B A A 9 THE & 44 .
5.4 MEEFIEMTE

GB/T 18268.1—2010 {4 5. 4 & FAEH 4.
5.5 XIEHIA

GB/T 18268.1—2010 § 5. 5 B I F A4 .

6 MMEEK

6.1 RB&EH
BT3P A5, GB/T 18268. 1—2010 (9 6. 1 & AT A4 .
R MR IC AR A MR E N TEZER.
REMNEmAE L PRERHEHT, - : -
BE#% & GB/T 17626 RIIERARHEN M EHTIHE . B MIEMN LM HTT. %%Eﬂ‘é}%ﬁiﬂmaﬁ
FE, NAT R AR T R,
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6.2 MMEXBER

LI R &A# L GB/T 18268. 1—2010 # 6. 2,
6.2.101 MR FENBERBIHMEER

EREFREP, KDEWHBEEFESIBEMWEINETRERXENE. FRARXENETFRREESH
ARPHERNRESR., BT IVDEFREAATEREEEFEARE R HESASHESEEE TR
FAEZG . IVD B BRERSFPHRER BERE RN EAE A SEERBBRITEH R . T
HKESTYUARLEREHFL T BRNERSABEWREMNHGFE. XX TRKEMIVD BEJFi&4, 8
REE 5 SR, H B B, Bl i, JE B PR 3.

EEAFRRIFAMIEES N ISO 14971, HRWEEL RN BEERRR W IFHATEFES R
1SO 14971 : 20008 Fif 3 H.

HEE.IVDESFREMENESHESF AREYEAFHE, SEdREBE L AREH—SRE. TEAPHT

ARM VD EFREEFSBNUETHHESHR TR RRAERK. ERAPERREEN, T5EEEKR.

i IVD BEyF R &AM MK SEEMIXRETFRENNREM., BN, {1 FHHORKERRE

KGR A i R BRIT A B ZESR AL
X1 KHMZCHAVDEFEENEREAREER

¥4 1 HETMH EMC J:RHR ¥ HE{E
1 1 B3 (ESD) GB/T 17626. 2 :;z:z gi g,s kVs
s RATHERS GB/T 17626. 3 3 V/m,80 MHz~2.0 GHz,80% AM
B TSR GB/T 17626. 8 3 A/m,50/60 Hz
W P e GB/T 17626. 11 1 JA%8 0%;5/6 FE#E 40%;25/30 F#E 70%
M FE o GB/T 17626. 11 5% , Fesz i) a] . 250/300 A
B2, H B B e GB/T 17626. 4 1 kV(5/50 ns,5 kHz)
RIE GB/T 17626.5 LRXTHL 2 kKV/ERXTLR .1 kV
HEiER GB/T 17626. 6 3 V,150 kHz~80 MHz,80 %4 AM
Rk v GB/T 17626. 4 1 kV(5/50 ns,5 kHz)
HBAREe M GB/T 17626.5 RXEH 2 KV/RIH 1 KV
MR - GB/T 17626.6 3 V,150 kHz~80 MHz,80% AM
Bk wh B GB/T 17626.4 0.5 kV(5/50 ns,5 kHz)
/O {58 R GB/T 17626. 5 *
g s GB/T 17626. 6 3 V,150 kHz~80 MHz,80 % AM
Pk g GB/T 17626. 4 1 kV(5/50 ns,5 kHz)
%i?éﬁ;q W GB/T 17626. 5 x
HEER GB/T 17626. 6 3 V,150 kHz~80 MHz,80 % AM

2 RBOGEH FHEMBESRNESE. CRT ERFREALFAT 1 A/m.
b REATHREKT 3 mAER.

C AERTHMEEIABRT RSB R ERRN, 2FENRETBREAFIHDNBARD . HFERBES
A 1 649 8 48 (B A 5C U B o W BO4% ) » L 76 W 35 7 AL A2 9 38 - T A v U5 R 4% O XV 4 A\ 8 1 A7 3

C B AR MRAARAZN-ERBRELS. FREREATRAAEREKERSBEAERBERA
i .

d “s/6 F#I”RA5“50 Hz IR AT 5 MAM"F“60 Hz RBATH 6 MAH”.
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6.3 EHRMFE

GB/T 18268.1—2010 [ 6. 3 i& F F A4 .
6.4 EREHIE

GB/T 18268.1-2010 [ 6. 4 i& F T4 .

7 BHEXR

GB/T 18268.1-2010 {45 7 #5& T A4 .
8 HMBERMHEEBHRE

GB/T 18268.1—2010 4 8 255& F FA IS .
9 {EALHEA

DT ARAREM GB/T 18268.1—2010 f4 9 2.
9.101 I IVD & EHIEBEHER
IVD & EREAPNEEUTER.
Bl HEREREREERAPRERENEERERE.
2 AP A REHRESN BERATE, HREBIER T,
9.102 BH#&R IVDE&MERILH
fEFHGL R R AR TS BEEERAR RO TSR AE, Bl .
a) “TETHRAAES AHEFEAEM R (AESY, B T BRI P AR &N, 7T fE
Y| R ENTHEBE, B EE RO
b) I FEIRIE SRS AR A, BN S TR EIER T/E.”
9.103 EH N IVDig& M {E Aitee
AP NEE TINE:
a) P IVD RE&RFA GB/T 18268 MZAFR 4> #hE ) A 5 Myl BEZEK .
b) HEHEMFE ALER,FHTREREAS “FREE GB 4824 Py A BERFRITAEN.
EXERER, AREMRELSIIETRE TR, FERMB P HEE.”
o EWFEREMFZA BT E.
WA, FHEAT N EE T RSHERER XNERENSE . A, “2 LR B IR (B 3k Bk
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[1] AAMI TIR No. 18:1997 Guidance on Electromagnetic Compatibility of Medical Devices
for Clinical/ Biomedical Engineers—Part 1:Radiated Radio—Frequency Electromagnetic Energy &
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[2] ANSI C63. 18:1997 Recommended Practice for an On-Site, Ad Hoc Test Method for
Estimating Radiated Electromagnetic Immunity of Medical Devices to Specific Radio-Frequency Trans-
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