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7E4: CRMsHRFER (3.38) (HESKMHANEAFERE (3.48) MitEldE (3.31) o

SE5: HEBRRUEILA LU S H Y ZE 512 (ISO/REMCO ) A2 X3, (BAGAf I 1 At L [6) i T &
(3.38) g LM,

SE6: X (PRIMSWTESST BRATII ) AT E S5 I S LS SO 9 28 (9 R 7T 2 ILISO 15194,

SE7: XITHREMR, HINATIRE (3.4) SCREBRHRIME (3.4) TEFH AR T M FRCRMIKHLR:
E8: CRMULFENAIEARIE I . A UEARIERES

[k . ISO/IECHERI99:2007 5.14, A&k, W T iE6FET, ]

3.10

SEYFRAE M commutability of a reference material

Bt commutability

RM(3.39)HUHEPE, RIAFSMPs(3.27) 51 X2 5 ) 5 — 0 12 (3.3 8) A TN 1 iAo 45 2R = | 7 OC
R, SO A P B R — B A T AR SR ) ) G R — B

1 RMG39RURHE, I PIAMPs(3.27) 5 X2 B — MU 1 (3.38) AT IN B A A 4 R Z A SC &, 55Tt
A RE W B ) — R o AT i BT 45 2R Z IR B S AR ) — B

E2: FEXIRM (3.39) BEATEHAEPEOTING, HEREXHTA T FHAIMPs (3.27) 347 HEEL
T3 MEEE R B RIS IZRM (3.39 ) U F & 038 e e .

Ea4: HHNEFE IR TR E L R 2 RIMPs (3.27) &

R : 1SO 18113-1:2009, 3.13]

3.1
FEHEIMIRR control material
WERIEE R (3.22) T TUGHEIVD MD (3.21 ) MRESAERIYIR . AR -

[RJE: 1SO 18113-1:2009, 3.13]
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3.12

Rim F PR IMS T ETT 25 WA E R end-user IVD MD calibrator

KRin A PROES end-user calibrator

TERSEIN A AREE AR E Bl i (3.26) BY— A EZIVD MD (3.21) MPs (3.27) 1, FIfENE
PrifE (3.28) URM (3.39) .

FE1: R P RS EIERIERT (3.22) NEBHLASZMEIVD MD (3.21) MIEAAE (3.4) IRMs (3.39 ) sk
i (3.6), IWRRHERE TVD MDH RSS20 F 2 Z i, X R0 N AT B &ams F PR (BRI R

E2: T AERIOROHE (3.4) SR (3.4) pRECELES LR TR Sl A7 SO RaHE (3.4) (58 (et 24X,
PREC. 28 Bl B BRI ELES—RAENIVD MD (3.21) MRS (3.29) —#R5y, HAEll
RISl R £ A5 5 e o ) o ) et el A e 2

3.13

ZHUMEE equivalence of measured values

FHMEER equivalent results

ANFIVD MDs (3.21 ) AR R B (3.26 ) BRI SR R —2cbE,  HX A R ASEAS (0] 55 25
SEANXT I DR A R R

E: WAEZAMPs (3.21) X a)— ARREASTIEHE R SERLA5IE, T B Tk Sl (B 19 25 57 AR P A 120 5 el PR A

DI o
[k . Harmonization.net, A1EH, MEEE B TG, ]

3.14

BEERSEYR higher order reference material, higher order RM

T 2 E PR A AR T 2R, HAERHEZ R S5 M (3.5) PERGE TS5 bR It s (3.22)
HATTHEEME (3.31) MICRM (3.29) .

JE1: ISO 15194818 T 5 A R RMsHY i K
2 BEEHRMSHAEE ) —HRMs (3.35 ) | —FA5ESh (3.37 ) . me S (3.42) FIE PRy #e e (3.17 ).

SE3: AW A — R ARAE (3.37) , SEETEALFIE | IR A A R B IR T, D HAEE RO
R (3.24) RMs (3.39) (IAE (WLISOTERE35:2017 ) 1, VENEESLHEEtE (3.31) MmA&Pk,

TEA: AR PRI B 2RI 5 22 D12y (JCTLM) B DLIRJBURAA 7, — AN S SRV T A2 L PR 2 A T 2R 11
CRM (3.9) , AU/ HABMEE RS hniE, HIEATE R (3.48) #deme. i b, Be%ER
RM (3.39) RIEAERMEIZHELE (3.5) hIE)ZHAIRM, IVD MD (3.21) HilxER (3.22) fiHLINER R
EEHRMs (ARG ) A LAERHMER (3.51) WRE. BEE, HIERT (3.22) AL TAERER (3.51) K
L P TVD MDAGHERR (3.12) AR (3.11) e (3.26) WE, DMEAEEFIEEAHALIVD
MRRFAEEH 5TVD MDs (3.21) —RMH . BmEHRMsEF HE T2 (NMIs ) AF=Mak, Flanse
H EZAMESHOARIG (NIST )« BHZE R 2sBG s G (BEU-IRC) | SREBUNLFR LR ZE (LGC) |
HRTALLN (WHO) | e B A M EN (NIBSC) , WEHERMEIF 7B (NIM) . BARBEZRIT
/U (NMI) |« HARIERIEAARESZ Y 5 (ReCCS ) . HATLbREZ Ri2s (JISC) . ABPGEF
EZ iR (CENAM ) 45, JCTLMS H A —SE RV MU R M8,
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BREZERSEMNEIZF higher order reference measurement procedure, higher order RMP
R EPRA AR BT 2K, IFTERIEIZ 4 (3.5) WRItE it E 25 heiE, ISR (3.22)
S IFREYE (3.31) , JPgi sz AP B SR B (3.47 ) TR & WU &I A5 R S5
=T (RMP) (3.40)
1 I1SO 15193 TR AFHRMPs (3.15) BT ZOR
F2: TR E . A EZRHRIE R R RAIER , B SR RMPslF 7EE Z T (3.32) HUEFI/EZA T Y
e (3.4) LI EHIZBIT,
A3 AARREEZET, FFAIS0 15193 TR IRMPs (3.40 ) #IA K24 5 S HRMPs .
E4: MRATICTLMH WL IRRIAR A (271, B0 A5 JLRMPs I 78 53 S Y o BE HER FYMPs (3.22 ), B T AR HER 52 3.6 )
RAE . JXLEdR S )2 HIMPs (3.27 ) Al E AR, X T HE kSl TR 4, NS TEEaEsr
*ﬁo

3.16
#MW=E influence quantity

FERLFE R, AR SEPRgem A (3.38) , (HSZIRR(EAIRE S5 R C R R (3.38)
TRA s AE PRI AU P 2T R TR R LI, LT A T v
R : ISO/IECHER99:2007 2.52, A&k, AFE3NI/RBIF2ATRE, ]

3.17
PRZ9ERIES international conventional calibrator
PRAERIEMIFR international conventional calibration material

EFRMEZEFRE international measurement standard

HoEE (3.38) fHICEIT IR (3.31) ESIHAL, Mgt EPREBORSE E IR (3.6) o

e %A (3.38) FRIRHUNIG RS E o
3.18

PR ESEMEFEF international conventional reference measurement procedure

PRZJZERMP international conventional RMP

DA TC T S R 2= ST, (B R PR PR SCH B AR A A U (3.38) IS H{ERIMP
(3.27) ,

e %A (3.38) FRIRHUNIG RS E o
3.19

FR—2 £ 75 &R international harmonisation protocol

TETHE A HRMPs (3.15) | JEi&FHICRMs (3.9 ) s EFRZyEfeEst (3.17) MFT, B ERRE
RS, BAESZEMASZ A EIVD MDs (3.21) ZERIUAR RN & (3.26)0F, FRIGE2# ] $52 FRE N
SR EAE (3.13) B R A A

E: T MEERPEINE (3.26) , MTEHE S EFEHASH RGN, ATREMH— B0l ) 5 52 B E (E ) by ik
o
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3.20

EPRMEFRHE international measurement standard
A ] B P28 28 7 AT B A et A B NAE AR R i (3.38 ) AR Al v T LA 30 v ) o A o
(3.28) .

e EERT AR

= 2: ERM®-DA470k/IFCC, JHTHME (3.4 ) ST RBEMHTHRIRIMS I & sZ A E I TRl ™ b, B 22
RE-BEAFERL (JRC) , R, HRIES,

il 3: KB =HLE-RESK . BRVKFK ZE R AR ARSI 0 RS AR i — 2 A, PRI BRFE 273.16
K (0.01 °C; 32.02°F ) , 43785 %4 611.657 MAMF (6.116 57 mbar; 0.006 036 59 atm ) .

DRI . ISO/IECHEF99:2007 5.2, A&k, MR 7 IE/RFI2HIREI3, B 18 s ER2F =613, ]

3.2

RIMSETETT 284 in vitro diagnostic medical device, IVD medical device, IVD MD

e A, BRIERT (3.22) FUHH T AMSRARSMG IR A 2 b, ool E2 it .
Ml AR MRS, R FEEH] . BHER (3.26) . #HIIE (3.11) | ARARERR . BRI
AR | e B B A -

DRI . 1SO 18113-1:2009, 3.27]

3.22
#I1E™ manufacturer
FEIVD MD (3.21) LA (5%) #EAMRS AT, MIFIVDMD (3.21) i, HilxE ., T, 43s, fudk
aibiR, PARRSE (3.29) Ao ik, AN Bk TAER AT A 2 5E el i 28 = r R 5E al.
S SRR ERR T AL AR (SHAS BRI A ) | e, BB s . — SRR
L LR LS 7 T ATk )

2 WG RO L A E EEE XN, Xt IVDMD (3.21)  £F6 Br A & HIE L EOR o e ik
HSHUE, BRAIEZEEX AR (RA) BIFPRIL ST T 75— Si.

E3: FEHADRERDE TAEA (GHTF ) 1948 S Fhd 1 & f st E . X Se st B 2 LA A L s i 2
R, A RFPFRS A IE R R

Fa: FRE SCR R K< B T RYERTE P FEIVD MD (3.21) BURETT & . A dilid . R, T R, &
B AR FORTARR L KOE L AR EERE , S0k —ZHIVD MDs (3.21) FIABERYHAL ™ 2 A TE— R L
RFNBESTHB,

JE5: TR B A ) i PR AL K IR A A DA AR AUTVD MD  (3.21) A RS, dnsR me s jdis
FKUAFTIVD MD (3.21) FITIRG, #iARHs .

E6: ATIAMURIEHIERECE VD MD (3.21) WBU e A&k, JFRL A S R4 SR BHEIR ek, i
PR AU B B HIERY

E7: AHEIVD MD (3.21) sifde s A S A bk A 2 7 s0mi A 2 sl S A AR AU AR . Rk
HEE R T R o
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FE8: TEMHFZ (IVDMD (3.21) ) Wi EORIRGIAMELLT , S ST B R/l il 2 i S A il 1 7

[RIF: ISO 18113-1:2009, 3.36, fEE-14H IR NS N R N A <SR s AN FE R AR
BIA T HIEEL; BOME2-7 82K 1 GHTF/SGIN055:2009, 5.1 (8 T Ziisi& ik LMFIF 5i% & X i —3k
") o]

3.23
ERMM matrix effect
5 (3.1) BIFEFETCOC, B S PE BT [ o I & AN 55 (3.38) {ELAYSZIN

o RN AR SRR R A B (3.16) .

2: BN A IS TR T AT (3.1) ZARPEsESIN T B AR (3.26 ) MAERSLRr (B
¥y (3.1) ) SRS B A HAT BRSO

[PEJR . ISO 15194:2009, 3.7, AEHL, ANEAEETE2HRG], BT HE2, ]

3.24
F R matrix
ARG ER system matrix
(W) — MR RGEPER Y (3.1) ZA8 (W) 1oy

S RO (3.1) AMULEY) R G R R LT
RUE: 1SO 15194:2009, 3.6, A&k, T (Yki) YERVER, $8n1 [F iR« RG]

3.25
5“* ARIFMNEARFHEE maximum allowable measurement uncertainty, Umax(y)

FEMP (3.27 ) JUrAd i & 25 5454 70U H 0 i Bl 2 AR e B (3.48 ), IF3ET BRIF TR A9
ﬁﬂmﬁi@o

7E1: ISO/MIECHERI99:2007 4.267F SL T A K AVFIN R R 2% . RSBk, “allowed ( A4 ) »Fl“permitted ( #E
YF ) 73X AN IR 2 [] 1 IX 3124l F“tolerance ( &1 ) ”Fl“authorization (HEHE ) 73X PIAHEE X F1] . authorization
(HIEHfE ) BREEEN . SRR BEEIEOR . X TR 2 R 28 (3.26 ) ki, BAEEM
PERERR N, AN L RS0, allowable (A3 ) S2EEMTE A

E2: FEAIMFH, IVDMD (3.21) BER VAl AHER (3.25) MUESE A Unax(y).
E3: AWK H AR A E

3.26
#ME measurand

L E A (3.38) o

1 UIHIRENE, EOR TE (3.38) BUZK, MRS AIZE (3.38) MR YIRS BRORE, AR RTR DG
O Rl BB SR

2 FECEPRE TS IEAARTE (VIM) YE2RFIIEC 60050-300:2001 7, il &4 ad X328 & ( 3.38 ),

E3: R, AR RS (3.29 ) MISCHEM R A5 0F, A r] RERCE ORI R A BLG: . DR B, (B A (3.38)

9
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FIREAN ) T SCRBEN & . FEIXAMIOL T, A T i B IE

Pl R BORETE 23°CIREEIREE T AP H KRR TAE 20°CH e IR T I BE , SR # Rl B o XA AL T 620

Ea A T (3.1) R BEAL S F AR, A PO R B AR . X SEARTE A Sk (3.38),
PRI A A R

ES: AP, PR IR AR (3.38) BAFR (PR ) |« 410/ 0 (3.1)  (fi4ns-D-
HAENE) FMEPEREY RS (BlnmK ) .

E6: BMETRE S ( measurable quantity ) . 7548 ( measured quantity ) X473
¥ : 1SO 18113-1:2009, 3.39, A&k, 4 riE3. HSHURG], ]

3.27

M=FEF measurement procedure, MP
Fi HR— A I 1 R NS 8 i ik (3.30) , JET—Fpl Ay, (35 SRAS = 25 SR iy
o PAEAR A, 5HI i R A AR A A

SEN: MPIE 5 R A S SO, LA B R A T
2 MPATRELHEA X AR R E S (3.48) MM,
30 MPHITHRRIEARESRERYF, 455 JSOP.

[CRIE . ISO/IECHEF99:2007 2.6]

3.28
M&EFRAHE measurement standard
frfE standard
HAEMEW R (3.38) [EHAAHCMEANTHEE (3.48) , LY 5(3.38)% XS Hhnif.,

1 BRUENE AR E R (3.48) 24 3pg B9 1kg T i iR bRifE

w2 RSB EAVGE A AT EE (3.48) 19— IMIE R FEESH R
w5 3.y 10 FOR[EIEE H BTAr BIER B EA RERE BE (3.48) (TR (Y RM(3.39).
T g (3.38) @ LASEH BRI RS (3.29) | LW HERM (3.39) 4k,

E2: MEGELFEAEAZHIER T W HARREE (3.38) E)%r”ﬂ (3.38) {EHXIIMEAFERE (3.48) , @idxf
oAb b . DRSO i RS (3.29) MEATRE (3.4) S Ha s (3.31) .

FE3: ok BT IR S B RA — CERY  <SZBA —ARr S R AR R S B S E s A, SRAR E E
BUSEE s TR T B IA E  n  BEE SA  EE AR, B AR AR LRI A, BT AARCR B,
DU YTt lt:r5e vk SEURIRS ¢ i MR MR ES B S e I VA BRI K ¢ o e I RS20 s dive VAl LY e Rill R ¢ A o
SRR IS BAE AR, A kg BRI RRE (3.28) o

SE4: DHEARMERBMENNE ARHERE (3.48) 2R NEIRESA IR RS MAMERSER (3.33) f—415
& ( WLISO/IECT5F598-3:2008-GUM, 2.3.4) . WH, ZOE A NAMEAFER (3.33) AHAbLSR/DN,

10



GB/T 21415—20XX/1S0 17511:2020
E5: it (338) MRIIEEARHERE (3.48 ) AZU/EHE I BHRRIER T .
SE6: JUATZEURFZAEE (3.38) T — MR BOCH, 20% BE 3 el I Ao
DRIE: ISO/IECHE®I99:2007 5.1, F &M, MR T JF/RBI2-/RBI4FIET-H9, ]

3.29
ME RS measuring system, measurement system
SRR, A R R TESE E X ] AR 1 (3. 38)(EAR B — R s 2 B I AU LA S 228
A B A B2 G, ARl A 5

S RG] DU LT — G
DKVE . ISO/TECHERG99:2007 2.5]

3.30

& F55% measurement method, method of measurement

X 5t r BT FHARAE )32 S L HE B — e A AR

e WEFEATUAANFRGR, MEARMEL ., SoEs ., SoWEE, EEnEk, mZENEk, WIEC
60050-300:2001,

DK ISO/IECHERI99:2007 2.5]

3. 31
THEHEM metrological traceability
A SO RLE AN RIWTRACHE (3.4) BE, M SEEREENE 52 PR RERARE, KfERETH Y
B MES H ANEAHERE (3.48) .
1 AE U RS AR ETT REJE SERR IR B AL 1 S, BUEAEIE R (3.38) MR SRALTE N I E R T
(3.27) , SCEZNRARHE (3.28)

E2: HEWIVEHEDR ST AEE R (3.5)

SE3: SEIER R ARG TS B ASHE R R LEN (3.5) W FAIZSEFRERNR ], DAIEETIZSHPRER
ERHEEE, WEREERSEN (3.5) TR —RRHE (3.4) 2ATHRHETH

4 XPFAEMEAR R A - AR (3.38) MR, S0 MmAR (3.38) REHRELEHRBERWY, JH
HAGHEZ S (3.5) WIEM— o LE5M M4, HE I mAR (3.38) @i EEE eSS eSS
Kol 0] 2 5 SR ) B R AR IS o

SE5: MRS RAT TR GEAIEM S A ERE (3.48) WEAENHK, WARMRIERLE AR,

SE6: WMIEARE (3.28) ZIAILHLE, NS Th%ay LA S b BEmHE TE— M ARAE (3.28).108 (3.38) {RIFIi &
AHERE (3.48) B, WA —FMEHE (3.4)

3E7: FEBRIZE E AT SYEH LI ALAC) A Y IE S i P50 2 2 2 1) [ Pl B bmaf: (3.20 ) mli R B hRaE (3.28)
BRVR A ASTET T OIS . SCPERLE AN B (3.48 ) . STEFILE I FRT (3.27) . AT IR ARBE ST .
1] STAHE IRk L Bk v (3.4) [aIf& ( WILAC P10:01/2013) .

SE8: “PHVEM A BT RIRCTHRIEM, AR T IHAES, TEInRE ST SO IE B e R T e

1
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IES, o SCRARHEIT H DI RRCPUE™) o BrLL, HA 7 ETRE BRI, Sl G e pRe T HEW IR e,

E9: KT RS ARITES, VIM 250K SRR i A (3.38) [ SOt R (3.38) , sREMSE I HAD
DGR R R (3.38) , DU (3.26) RIS (E.

w5 BUETRE TR EE I (3.26) , MIFRBEIEE . WL A AN 25 1< B AR 45 B I K 2R B T AR Y v
Ao AR (3.38) o

[RIE: ISO/MECTERI99:2007 2.41, A&k, Hhn T HE9FRM., ]
3.32

ITEF metrology

- K L k2

e VMRS AR A BSOS RN AR GE L (3.48) RSB A4 .
DRI ISO/IECHERI99:2007 2.2]

3.33
ERIREMNEARTHEE combined standard measurement uncertainty
ERFREARHERE combined standard uncertainty,u(y)
F I AR S AR (3.38) AHSCHY A MAREN A E BE (3.48 ) SRASAOBRIEN B AH0 & B2
(3.48) (W4.7) .

[k : ISO/IECHSF99:2007 2.31, A&k, MIRERE., ]

3.34

MEREZE precision of measurement

TERUE ST, X ) — SRl % 5 3 S i g A~ (E A (3.38) {ELIIAHY — B
RN DA B AV S B SRS, BINFERLE IR 251 F B ROARIERE | T7 288 5 R AL

E2: CBUESEATRER, B, DA AR I B RS AR L I g B SR A ( ILISO
5725-1:1994 ) .

SES: WMDH 2 P T SO TSN o et 2 U PR
SEA: AT RS 3 B AR T 2R I R
ki : ISO/IECHERI99:2007 2.15]

3.35

—RSEYR primary reference material, primary RM

T (3.1) BymaiEEY T, Hormy (3.1) BYBUR/EE RPN, MM (3.1) 15
Prepfdil (SI) AYSEE.

F: —HSHEYFAH—HRMP (3.36) EHEMRME, WANENIE SR CInBTE-PER ) BiE BRH P YA T
KRR E -
3.36

—SEMEFZRF primary reference measurement procedure, primary RMP

12
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ARSRE (338) MUEFRE (3.28) HAAHIRLE RIS S WRBITF (RMP) (340) .

Bl BRI B BRI L R A B R, SR RS R BB T K I B, AR S Bk IR Y
PANTARBUTRE (RS ) IEFEZE, MR 20°CF SomL B & R K AR,

E: AL RARTE—HRMP” (3.36) JEiE— B BRI RN, YRR ENZ RS (CCQM) & X
AT — R T (3.30) JEXHiE B el i 071k (3.30) B)—Bebkdiing, s iy,

[KJR. ISO/IECTE®i99:2007 2.8, A&k, MBS T IR LAIE:2, 30 T8, ]
3.37

—MEFRE primary measurement standard
— R #rfE primary standard
—RRIER primary calibrator

il FI—ZRMP (3.36 ) 3245 5 FH A Tl S 7 il it (3.28)

TR 1 s TR R ) — R R v R R 1B P A2 R M A 390 L R0 A R Y o o 6
B 2. SR — G0 AR kIR T A AR A 43 S i

A 32 [ WG AR L AR Ay — SR o 1o £ B R R 0 2 1R 0 e 46 T
) 4: KA AR SORAVE R 2 R B ) — G d AR

5l 5 FEBR T SE R R — N A T

DRJE . ISO/IECHE#99:2007 5.4]

3.38
B quantity

MG PRSI EYE, HAR/ NI — AR — 2 B hREROR
A M G ) SNBSS T 4 NAESS 5 B TR ) 0T 1Y) St VR B 55 T 143 mmol/L”
B2 MBRES LA ORI (S M-2TANAE; 4508 AFELA e I Rl AT B0k B 45 F 5x106/uL ) .

E1: EPrARE S RS 2 (TUPAC) /EBRi R & 23 (IFCC ) B RIS EE 24 Ay 24 M U R 5L
s RERISERL,

E2: <HEOARES T (3.1) RiE.

SE3: ST E PR B LA I LIS PR, DIEPE =X (N AETE B ANAETE” ) Faak e 25 51
MPs (3.27) , S5REEHE XAH—F,

. ISOMECHERE99:2007 1.1, A&, MK TR 1-4E6, BT Rp2. H2fEs3., |

3.39
SEYR reference material, RM
HA RS 5T RRR e BFE e RetE, DR RIS A7 I 5 ml 44 SRR A U 1, FH 9 o

w1 fFRE (3.38) WS HYINA

13
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a)  AREILEEEROK, AR ARG T
b)  EEE EEE A T BT B B (A TS, RED S % B s T (3.11) o
w2 IREA SR S H YA -
a)  FER— R RRE B (R
b)  AAREERATERIT S DNA LA
©) A 19-HER R R
P 3: AU A AR
w4 ETESHEE R SR EEROLR RO ;
w5 WA MBI R X — ROT RO

Bl 6: HAMRMERE (Wit ) kLR E BEAAROCI AR ERE (3.48) RYNIMLHE, HIFERMES (3.6) il
RIEF AR (3.46) o

1 B SCRHE R IR A4 SR RO E B o A EA SR A EE (3.48) &

F2: HASAEARERM (3.38) MRMsHRRER HI TR B Em], A BAfERE (3.38) KFRMSHER
FTHHE (3.4) SO IEREEER] (3.46) .

33 RMAFERFeR (3.38) FI4% SUEMEMI M I
F4: RMARTSEAERIMERS (3.29) F,

ES: ALERMSsiEE (3.38) {EIHEMIIR (3.31) BISTHAALH] LA A7 o X SPPHDAS i R TEZHZT (WHO )
TREREPRAAL (TU) BIRERE,

E6: ELERIIET, PraaE MRMARE TR (3.4) sBRARIER & o g —Fi TR o
7 XRMAIYULH B Z Y BB IE 8 DHOR BRI T sl

JE8: PREALA LY S H Y T2 14 (1SO/ REMCO ) A A2 A R 231, (B AR il i 7 R R kg ( ILISO
15189:2012) , BEEAS TXHE (3.38) BUIE, WA T X4 Uk 2 .

E9: WA BRI A AT RSO, , SRV HIA R AR I BA FH OGN AR E L (3.48 ) FIHEMIIRNE (3.31)
R E RIS Y TR N A IES B Y HCRM (3.9) .

3E10: ISO 151949 4#AR T FIFRMPs (3.40) i (3.4) FIRMsHEIEAYER .

E1: RMsHY ARG RSE (3.29) BUKHE (3.4) . MP (3.27) B9PFAl . HAUY B (R M i 42l . 5 DLl
PrifE (3.28) o

SE12: fRFE (3.38) BIRM/RH: LHIER MR (3.6) BISA AR TR B A5 A0 03K

KU ISO/ECHSRI99:2007 5.13, A, HAREFRRGI ) | Ak FhE i ns s
L IHERRST. ]

3.40
14



GB/T 21415—20XX/1S0 17511:2020

SEMEFERF reference measurement procedure, RMP
A2 AR AR LS G T 50 B AR Al fE 25 R AMP (3.27 ), TS R G 8 PP I 6 [F) 25 4 (3.38)
AR (3.27 ) DARRAEAYIRIERIE (3.47) | KBOME (3.4) SGRAERMSs (3.39) .

SISO 151935 3% TXIIVD MDs (3.21) AHERH L (3.5) hRMPRYER
[V : ISO/IECHSF99:2007 2.7, A&k, HMTHL, ]

3.4
SENME RS reference measurement system
FEPAG sl S MOHAEMPs (3.27) SRAFIGBEIN R ARSI L (3.47) b, %Sz Ao T
WHMMIE RS (3.29) ; B4 (1) MR, (2) #E (3.26) A& X, (3)RMP(s) (3.40),
(4) RM (s) (3.39) il (5) — A NMRMSHME IR 15

E: 2 SOk ASEICHR30].

3.42
ZRMEFRE secondary measurement standard
ZR#rfE secondary standard
R secondary calibrator

i AR R (3.38) BY—Zllitrie (3.37 ) BefEmidsr il e brifE (3.28) .

1 R (3.4) AT E ARG EARIE (3.37) A TN EAREZ W SE B, dunlE it —A> d— N AR (3.37)
RUERY P EJIN H RRGE (3.29 ) 25 Rl AR LR .

$E2: EiL—ZURMP (3.36) $ie L4 R E A AR (3.28) & Sl pRit
3 TYBRMERRIER (3.6) BB —EREHIARE R HSHEYTR, RIIAVIM 554,
[kJE : ISO/IECHSFE99:2007 5.5, Af&M, T H3, ]

3.43
FIERIEEMEFEF  manufacturer’s selected measurement procedure
HIERIZE MP  manufacturer’s selected MP

H— a2 ~—2% (3.37) s sy (3.42) (U ) KHERIMP (3.27)

10 AEEOR R R PR A3 b, Sl s AU IR A 7= ) R v] R AR T 45 (I iEMP (3.27)
AKIEF . TERIMP (3.27) BT HATH OFAHEEZ0) SHrEReRESL, 180T LU BAT A AR IR Rt
MIMP, BEEMPs (3.27 ) ARBEHIERT (3.22) HENEREEME, LSRRI Z8IMPs (3.27) (T il
R (3.22) Bk ), IEHZH TSR e TAE s B8l (3.51) IR, RASZREF—4~2£ VD MDs
(3.21) M= E & P RHER (3.12) BYHEHURE.

2 FliE R EMPA] RER T 5405 IVD MD (3.21) AHJREIAGJEEAI &3 (3.30) , {HAETRS A Ao 1 244
NEAE (BEN R BRI/ AR R RS ), LA (3.38) {EAYIIHEATRIERE (3.48) .

JE3: il rE R EMP R BEET 50 (3.26) MUEEAEZRMP (3.15) FHIF W EHEAII & 73E (3.30)
3.44

15
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HIEEEILNEIZRF manufacturer’s standing measurement procedure

FIERE 1% MP  manufacturer's standing MP

fEFIRM (3.39) sl iy TAERHES: (3.51) FHERMP (3.27) , FT 3P ul 52 B FH o R v
i (3.12) AU .

o FIER R IEMPA BRI T 5K IVD MD (3.21) AHEAGEEEAIIE 5% (3.30) , {HAETE RS A2 6l 414
TEAE (BAn, TS BUR/E R AR BRI RS ), LI bR i (3.38) (PRI AR E R (3.48) .

3.45
ER/EE true value of a quantity
E{H true value

Hig (3.38) WYE X—EAE{H,

E: AR () RETNRE, — DA R ERA N RME R, PR R AT . AN E BT
W, T (3. 38) A AE SO B AT AN S8 3, AT AE i — U, AP AE S5 B — LA (H. SR, A5 A
bR b X — AUERA R . HAb T e s 7 HERMEE, TREEI A5 R AR A AR AR A H
AR

E2: MEHAHERRORIREO T, & (3.38) B AW HA R —R HC R

FE3: YN (3.26) % SUMISE B AN B A2 JEE 45 300 f2 ANl S 2 A 200 A B AT 2208 I, T A g (3.26) HoAT — 1>
“HEAME— B SR XAUE GUM FIRHISESCIR TR 5 i, Horh “ B8 — Al R 2R,

FE4: BUEMBEEIAK, mFREA RN ARTER (3.48) , EEAEART AL,
[RiE: ISO/MECTERI99:2007 2.11, A&k, Hhn T4, ]

3. 46
IEFAEISHIYIER trueness control material
IEFAE RE trueness control

TSR E N E RS (3.29) hfga s (3.38) Mlsmfd (3.3) ARM (3.39) .
R IR B T A R U R SRR BT (3.24)

20 TERRERE Y IR R AT AL LU 5 AR RS B B (3.10) &

7E3: IEFREEERI BT R RS (3.22) MEHCRMs (3.9) #24t,

3. 47
MERIIEFEE trueness of measurement

& EfHE measurement trueness
IFHAE trueness

Jo95 ZWEE MRAAR TP EE S — B H REZ W — 2R .
1 WEIEREAR A, ICRBEHIEUER R, (HISO 5725- 14t T — By i U5k
E2: MRS S RGN ERE NG, SEHLIIERZEIL.

16
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FE3: AR RN T B R
Ea: X TEMERY, WEIEME (—B0E) e —2t (MSSE5RHBN0—EEA 2T ) F5.

SE5: IEFAEERMP (3.27) W—AE M, B TR S UM sk BAMER R (3.3) , SUE iR i eiin,
MR (3.3) BN, MP (3.27) BA BIFHI TR,

6 B0 S EEH IR (3.3) 3R, IEMEA R T SAE AR &,
kIR : ISO/NECTER99:2007 2.14, A&k, i 1 dE3FE6, H6k HISO 16577:2016,3.105, ]

3.48

MEARHZERE uncertainty of measurement, measurement uncertainty

WIEFTHME R, RPN E (3.26) BHE/TEEMIETSHL

E: MR AR E AR RGN T R A, R bRE (3.28) TR (EIE T IERE L. AR R4
RONAMAEIE, TR AAH SR AN E BE S i

E2: WSHOT LR AR AR FEANE E AR S (BHAR ) |, ] T S A A D[R] Y2 9

E3: MR AERE e T o — 28R n] DR IR AE R BE AT RE , BI— ZR 50 A5
REMGI 2 ARIEE, HREAIPRMEZARAE . HE— L8 a0 n] BER IR i E B BT E , g T
LR B AR SRR L R BRI E , Wl IR EZE R AL

Fa: —BORUL, X T—HAERER, WA E RS R TR AT OCH) (3.26) o Z[HAYSUE FEURR
N BE AR

FES: X A S T AR N R A A T GE 1 SR DAk AN B A Y 0 s, WO SO AN 1
HAZSITE (MU A VIM,  2.28),

E6: I AZEITE LIS 5 A PG It ANH E BE i, WO SO BRI E BER BT E . X ATREELER (a) ISAL
P A A AR S 1915 B P AR BORREZS; (b) 5 CRMs (3.9) AYREMICAARHEZ; (¢) WEHE (3.4) IESS
PPARIPRIEZE s (d) IS A T SR ROPRIEZE (L FI VIM, - 2.29).

ki : ISO/IECHERI99:2007 2.26]

3.49
ffaIA validation
X I B SR i A A FH 38 1) 0 o

w1 TR K R A BRI BT MP (3.27) , W RTBEET A I A AU B R

P 2 P A UL (B ) WBERY MP (3.27 ) W a] BERAf A T i AR R LR (it ) R
w3 TR A M PSA (it ) WEERY MP (3.27) , #5Bh 40 2 DL ¥R 8 IR 2 1

7E: 1SO 900045 E Lo : Sl S BhE WIS, TESSRRE T F A s I ER C A 20 2 .

VR . SRR . ISO/IECHERI99:2007 2.45, A&k, T /mf2. mEIBFIE: . A~ ER2F1H >k HISO
18113-1:2009, 3.72, ]

3.50
17
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ISE verification

SR EOULUESE UERA 25 5 1 H W6 /2 RLE I EEK

R XA RM (3.39) FIAFRAYEEAIADE MP (3.27) REFif 10mg AT &R B35 S PR TESE
w2 XHUERSE (3.29) ABVERERRE e ZR IESE

Pl 3. X HBRI AT ERE (3.48) REASHE AL AYTESS

1 RN, HBENEAFERE (348) .

2. BEWEA L, Fln, —dR. MP (3.27) | YR, RAWIEE RS (3.29) o

7E3: BUERYEORTTLUZ, filan, wiesliEeg (3.22) M.

JE4: TEOIML V1:20135E L HEETHE (3.32) , M— A PEEH, SSIE- 5% R 48 (3.29 ) ARG A AR AN (2% )
ZRUEFA Ko

E5: BIEAESKME (3.4) R, AR DEILEZHIA (3.49) .
E6: Tk b, W T AR B AE S 1 A S0 5 1A ) Bl i PE B S R e e

E7: BRI AT AMARE SN ATIESSIVD A FRAYTERE (ARG | KSR . WIS ) RESTE S S
T B i

SE8: EHCHRALE DA 1S A48 SOk T A FHIR Ao B L e 3E B A) 2 LS BT A9 IVD MD .,
[k : ISO/NIECHERI99:2007 2.44, A&k, Hhn T HE7FITES, ]

3. 51
TEMEFRE working measurement standard
T {E#xH working standard
HER TIEROEM manufacturer’s working calibrator
& ERES manufacturer’s master calibrator

P TR I A gl R GE (3.29) HYllEARIE (3.28) o
N AR AR E W IS E I bR (3.28) R (IR{ED) -
E2: RTHAE (3.50) , AR IR B A bRfE s fibR e

FE3: WHERT (3.22) RIREPER] G R R CAER N, JEH AR HE (3.4) KIERE (3.47) f£I8451VD MD
Lo PR HERD (3.12) o

4 TAEMSEARUEA BBE R ERRM (3.39) SRACETE B BN R S HRM (3.14) .

kI8 . ISO/IECHERI99:2007 5.7, A&k, Hhn T iE3FTE4, |
4 REIML. BPAMICRBEYFE IVD MD MEAGFERENTTEWEY, FEEAHEEN—KREXR
4.1 EBFNEEETERHREENER

18
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il 1 R L HRASSCOE R UE 2K, 1Tk SE B ARSI Z A5 , Wi Fe 2 A (DR A B T
EZEhME.
38 T 5 TR R E TVD MDD e AP it Ao B (03 i R ) S 1o 4 -

a)

1

F2:

C)

SN ARG RE, AR ER

Dl AR (BN ST, TUL [ Al ) A e S

2) TN IVD MD s B A HE Y 55 S5 9 MP (AniE ) ko548
“2)” HY<TT ALEE I BAW UG B AL (i, FEFR AU ) IER T %,
3 (g T EGHE2) P EAT MP 1 RMs;

4 ZHEIWEN/IEE ML, hEZITEN . AU DGENU AR SUR LR 1
SE, ARES TN TP G b A D0 B A ARG

“4) NI SR AR R (BRI EE R RHER S

FKHEZRAE I RHA , 88 5 MPs Fl RMs (USSR, S — AR E B, TR
T EESSFRSERGER (W 4ala) , SR THA VD MD 15 H 59 RFE G 7S
fH.

IVD MD 1 Umax()¥ ( BP0 EASHEE B, U 3.25) o REicsed @A i o A ¥
U)W (I 4.3.2) , (HIZEN AR Unax(y) . ZEAG N ADREE IVD MD AREE 5
B LB A AT EATR R uiy) (3.33) IAfTH. JGie IVD MD BYHZAGHESEH IVD MD £
¥t FH P A S  TVD MD & RS (A IEFR T A e ) $047, %t uy) (3.33) BRI (3
e ) FTFRUE TVD MD AT Aa] A o 5 Tt B () AN 8 B adcar o

BIABESE IR ZERA ,  DLSCREE AR 1 TVD MD T AR S fe 2 A5 e (5 1) 1t 0 D

P,

4.2 EXHWNE

ARG LA B RFAERE SO RGN, PR AL S e il SR

a)
b)
ENE

C)

e)

SR (BIINB-D-H % BE ) o

ARG (BN ) o B2 155 BT PR Ry UM By & .
O\ L35 P 0 A6 0 s B 6 2 0 ) B AR RN (RB-hCG )
A (BB E ) .

I B (5140 mmol/L )

XF T —MREE R MP 7 S50 — 2 MPs & IR ( BIRR P SCRysiill i ) , X
MP 877 ST U o X TR E B A2 S AN AT A MPs | AQHERL S5, IRl BEEA T
TR AR %N AT — BRI ]

4.3 MERKAVT RVWETTHERE Unax(y)
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4.3.1 —fREXR

il 3 7 N7 2R/ E AR B DR SR AR DX TR P, A FHIVD MDD 78 FitisE 3 5 v X P30T A AACRE i A )
wEN. IVD MD ) Umax(v) . Umax(y)FAE N AL 5 78 i 8 BT TVD MDA JZ A5 46 1 S0 o

4.3.2 MEHEE

IVD MDl 3 R 57 B Umax (y) BUE B 25 K H 5 TVD MDAESZ 45K v i A3 25 BRAH 5 A4 5 il
BAMER, RIS IVD MDAHER KM, MR EEE VAT S HIVD MD
7P BTN E BE DTk

7E: IVD MDY Umax(y) MUE JE XN 0 S B E R AT T A P BRI R FeiF & i N A I B (=2) IIMLE,
A N S B & 3 . HIVD MDBE Uman () W AR — LR A5 R R 23 U rh O BGER 34

4.4 ENRERRLER
4.4 1 —PREkK

KHE SRR AN RE SO — RV RS AERIAE , 7215 HIAYMPsHIRMs (I EEARESRHER ) 2 18]
SEREEAT , NI AR o A/ S MP Ay , 323056 FH P TVD MDA A 9 B AR i b (40 {45 3 . TVD MD
S22 SR AR ) AR S 7 A 375 — A Fi A AR 52 TVID MIDAG I AR it 1) fie 2 25 2R 30 e ey 1) 34
ZHPRER R IEIEZ R (RIEDE SRR ) .

FEN: MRARLE PN B SRS (WIBTRIMPs ) BRTAAGE, AT IR [RIRGHE R A R (A R (DL
5%) .

E2: JRRE T EYGESAER AR Tei AR SR (AR ) .
3 XTHRLEPEINE, SR A A R AT A R PR b R AR

ARG 0T AR U, U A AT DU AR SCHE A BRI AR E IR B i, A
RERAL R BLRY

M 2 XTI H AB-D- A, WEIN A a] LU B RE 19 B-D- AT A i R R b, S EB-D-
HEHI MR (BN, R A AR AR I 1 HaO2) o

4.4.2 M=

TGN T, %R R Rt B 508, R AE R FIAORM ( 3(IVD MDA
DR ARRE B ) bbbl e, IR ST A i e e R R

4.4.3 HEPRENESKE

XFF 4R E IR, AQHE R AT TP i TR SF G AIMP | R 7 SR E SO RR , IERE
JIrrs Bkl e 2R G B DR A A = K

4.4.4 HRZE SIBAIHEY IVD MDs

Xt F A FRAARRE S RSB R W IR ST AYIVD MD, I SRR e 2 G 45 K v A 1] FE 4 i 2
HSENME SR, AFRMs ( NATFEISO 15194FE5K ) Fl/EiRMPs ( W FE1SO 1519398k ) , LIRE
SR 7 A 00 ) 53 ST

20
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4.4.5 TEEHEZE SI B{iIAY IVD MDs

XA BEM IR = ST A TVD MDs A HERR A (BN A 2 SO s PRy B0z ) , o T AR
FO e, N LIREREFFSESC AR (AEST) M7 7 Ok E LIVD MDsHIRHER 41

4.4.6 HERREHPHBRRE

FEER G2 K r ) 2 O ( RITMIPS RIS il (9 22 80 A 8 ) ] ey ST v J 2 G2 M 19 45 DT i,
AR RN, HARE 2R R EZR (5T o

4.5 RMs FMEEMRBEFEMER
4.5.1 —iRER

REHEJZ G E R A A SR A Aty CIUERARE ) 1 9 ST A R — 7 ASCH R AT &
Mo AR HETR SN R A e 4 IR it 14 2L e YA A5 7E TV D MID il i g ) SCPF A

4.5.2 EIDFEHERM

Xt FHRFETIVD MDITRE SR HE = G 4544 Hh W P ) B A HE Al BRML (AL 355 7 TVD MDA
an ) RIS LA N AR, iR PR AR AR P A — Sk -

a)  WIERIBUI

b) ARG ISR A R el TR R sl e B AU D)
o  WIEORIE (g, AL BUEY . A8Ei)

d A AR, Wi R 5

e) R (M. Bl K1)

) WIBHYEEST (HK . HARESH] . Seninf . PR . ARRER )

g TRE SRR ;

h)  RM AT AT E R U));

E: PRI AEEUG)BR ST (ZERMIES B ) AR A E B (), T 2E— 2055 i
EAHERL

SE2: X TARAIES B (3.39) Sttt WRIE ORI AHNAE AV € 75 PR A I R AR MR 3 M 228
) RRETE;

) ARSI

k) HPE;

DA () CanEpr . KB, EER) ;

m)  KUEHU (41F ) (41 WHO, JISC, EU-JRC. NIST) ;

n EFRE CHIE. AEAIE) .
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4.5.3 THE1SO 15194 HIE =24 RMs

MRG0 S F P R R A TR A A R RMs I, R 7R Al L AT 3R AR B R A A
ISO15194ZR S H W, TVD MDifill i B i AR SCHER A0 (8051 ) 7EIVD MDA HE Z 9 45 H4 1Y 4%
A BB i AR RMSHYISO 1519445 G HRR A 1y e

S FER I SRS ZE A (JCTLM) 31H 7454 1S015194 38R AYRMs(28,
4.5.4 FF541SO 15194 B9 RMs

WA FIARIGAT G 1SO151941RMs, B AT R4S AYCRM T T HAB S BRUARSE T (flan, E ok gt
SEECAREAR ) WRTTER R () ACE ERHATFEISO 15194074 ZoRYHAERMSs, U E 5y
KMEZR A T e 4 (JHASHEES ) EW] T H2ERMs TS FIPEFIPERERFIE . A S0P ALE Al e 3
RMs Y SCI R Ui 4.5 2 HBILRE (0 90 o R

4.5.5 RMs BIE M4

W& AT, BEOCSRRMARXS T ARG Bk, RIS S HAEIVD MDA HE 2 045 48 bR Ao 5 1 93
Wi

Er AT E A PEAR I, T RAER/E A — 2% RMs (BIAnaiy ) F—gasdEd (WEESsE, E1TMIES, ml
Fim.2 ) FIMPsil H A GEFHEE SR N T AR, IR HEZHR AT, XEZEHARMs (5%, EI1AIES,
mIFIm.2 ) RER M AL

4.5.6 HEHRMIFEER

MR FRMP ( DUESS®, 1, ERAIE3, p.3) AfFRE, ATREPEAERM A St (055 — 9 7EAG o
ERAEH T FIVERIERIEEMP (4552, &1, 213, p4) RUEMIIZ 9% () RMEHAD —Z0R i
an (553, KL 2013, m.3) , BIWICRM. X TRUEZREEM B G LT, BIInAe i TAER R (5
5%, K1, 2F13, m4) KHERIEREEMP (555, B, 23, p.5) MEEAEP, RM/ TAEKR
WS EPE (5553, 1. 213, m4) N TRIPFA, DABRORAE 24 0 i (1% o R dht e I 45 o

4.5.7 AT E# CRM BN

WAL TSR S Rk EMP (55578, &1, 2F13, p4) BICRM (53, K1, 213, m.3) 8§
I PR 2 AT, FE—SETTAS I 40 (U A6 D ] 2 %) ) 29 F P TVD MIDs | UESE 5 A
ai ELA AP IR AR TRM S U AR SR B B E 938 2 TVD MD, fifi & 1E R F 5k sR 06 CRM
MIRAEAE RS, X CRMATY AT VRS E IVD MDEHEJZ A5 1 th A HE S . A&, X CRMB LR M
OV ] o 24 A O R LA 1 P (5 P RN DA I 405 10 £ 48 2 IVD MDA HEJZ RS M SO i, H 2
FHFIVD MDA S A AN 28 B vcar, A4S 5506 1 TR 5 BRSO G A AT 184 Jin () AN R B

4.5.8 %X RMs

TERAT A H A CRMs 2l [ PRAVE R HERL BT BL T, BT SRAEMHE R AT I 5118 B Be e # AR
BACRMs (FHPERHES: ) W3 . BARSH W BN DASCURIE B 0SS WU g, B4 0 B pm
AN E BERIEL, DRI e e B I A AR e e e A B b ol S5 U R A FL g . 2R ARR M
H AR SR A 45 4.5. 2P 8 R AR DGR o

G B ARMs LR A A MARE S A SAR S, 85 7R R IR sDE BT rh i 4 AN ST s IR R, BSOS
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IEREL
E2: KT G PEPEAEROEZ YA T NAREA S5 A9 RS, WLCLST EP09-A3 ., EP14-A3IEP30-A,
FE3: FEC WA SIBUE I e s TR E VM A5 FAHAERT . ARRER B A Bt

Ea: W THRERIE, BRSO BAT R IER Y ARRE S RO IRRE S A7 2 o N ARE i BB A7 5%
AR F T 30 CNEA BV BORFAE I SR ) SR SERefh BRI, LAZERFIE € 1IVD MD
IR HE IR DA, ANEOR AR S S B A

4.5.9 X RMs BOARI0

YRGB AR IVD MDASHEZ A5 T A CRMSI, AERIAERMs B AREE S (FEak
) P AT B I S N S BRRAT BOE A B (R, DRI AR AR B ) LA o SR
A REE T UEEMPE PP BRI, I RERE BAT I SE BRI A B AR A AR iy ADUF A v /2 2 R AL A
RS A AARRE SR LR SIER o

4.5.10 AAIE#ALIHA P IVD MD KOt

MONA] ) 5 HAEIVD MDY 2 B P sl ( WIEITZE6, m.S) B, NAERUE)Z s # i
AR (BIN—d AREE S ) L R E AN T B i 2 P TVD MDRS S @ OB E A8 1E R 1
SABIERREL, DIAMEH AN O] B P AR pAE AR o WNIE R, XTI B 1 2 FH P TVD MDA HE
B TR 4 1E B9 FH AR I R 4RAS BN TEAR E TVD MD IR HE 2 a5 M SC b p B 2, 2 P TVD MD
R VR it T L P wacad N B 46 -5 85 1 R 80 BRI ESORH S R A T 388 I A AN 2 PR 0 i
4.6 MPs ROIEIFFER
4.6.1 1% MPs (NIRRT HETE

TS S22 0 235 ) v ) B 12 2 ) i (A% 18 A0 TR N AL B — A& T & 19 LI RIMP ., 7EE 8 Y
WEUEZ D 2R 1 BEN 2 G S BEMPsIF AR B 7 A0 35 ZETVD MDDl i S, I 107 BERFHIE IH 25~ MP ) 43
Mk RERRAE R ERE R (BT &S ) BISCR e Bl . MUEZ I b 25 @ MP Y SCHEEE T A =
AR, IH0 M IE FIMP I IT & & b 3kAS
4.6.2 MPs BIitERTES

WX FIT R SRS HE JZ 5 A BN ZHMPs T RS AT IR o AR 2R S35 BT A AR 1R Ay il A v 2 9%
ZEFELR AT AISO 15193 Z K [RMPs, WA HA B R TR S HUIMPs . AN [R] 198 5 5 2L RMPs A]
TR R AR TRRE R, SRR 3RAELTE1S0 15193 RMPs, H M Se i Z R & 7 B
2 (FHSCHEIEYE ) SEBH T AFFE1SO 15193 F R AHIEMPs (41201 7 7 36 52 MPEY il 38 7 H 1MP ) )i
FHPEFIPERESRRAE, AT 78 2 2% b N X 6 MPs

TR FERRE RN AT Z A, FH CRM RCHERY T YR ST A% 554 RMP B8 FERE UEZ S5 K8 1) e g
%, TERUEZFEENIEEE (BAR) 29, FIA T AR HE S RIE 0 B (E AL TR, XS IRR FH AR /K -1 MPs
(BN EPRZ)E RMPs il Bk MPs FI/SHE R H % MPs ), FH —gEm CAEmdRAE ) &K,

E: BUMERRARHELEMPs, JEHAEBURMHER T (HIanflE g 3emMP ), HF B 520 ] IVD MDAHA] .

JE2: Bl SCHER P E S R R S RMPs Y SRR IR, X BERMPs EE T T F STERAY B I 99 PR I 455 A 1SO
1519345 4E
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4.6.3 BENELHE

il 3 B B AL BT 5 AT BT A IS0 15195 H M L%, SRIBISHIMER S, D Fa
TR HEZ R EER 5L, B S M ESL Rz, BMEASTEIS0 15195, Wik HA GE T &
SRR HE Z G ZE RV R P, X P 2SR AR ot B (R A - IR T T, Ak R e R e A T
FHI

BB E IS S MRS 5 AJCTLMEGRIE, IS0 1519575 A M <7 8
4.6.4 HIMEWIEHR

IVD MD A5 30 RS T 22 200 0 P s 7 0 5 532 T o A oA 2 4L A S MPs A FH 14 97 A 245
Ho

4.6.5 RERREHNMNSENTN

RGBS T, IR I (R AT R S B P HIRMP (FERBE 2 il 22 a N ), BiAE
FHESZ A P TR PR U , DR/ 7 1A = G 24 A AN [R) 1] B8 AN TR MPs 22 ] 00 1 4 2
Sl SRR A RO, R AR R L B s N (LR AT ) Sk
I (AU i ) Z Tl 225+

FE1: FERRIN AR ) A A TR A= JE R 2N IVD MDs, A B X AH R AARE B RMES AR TR A9
E2: FEREMIVD MDsA I 32 M BEPERAIE R, a0 HAR AT = Zor 7450 . o BibEside iR

B RSB RRE SRR AT (i, B BUA . BEEE . BUEMIAEMIARIC ST, LA
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AW, Bl CABE ) 5 R RMIRE APR AT E B o PG wea PO BREITEER A5 »
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FZMP T A T A5 8 T T ) AN i
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et A TR FH 3 7 B P R A A I (i R o [RDRE, A sl < HAh” (55 =75 ) IVD MDs—ji2
iR s (Toigse 7 SIVD MDD RS TG R G AE ) AAE(TIVD MDASHE 1§l RS, AT
JEAR S A BT A SRR

4.9.4 I SUFHEITHESE

WSRIVD MDZS B HAEIVD MDA ) i 7 4 5 2 206 28w oAbl 7 SE4A . 58 = el A e LR
SN, FHAE S ATVD MDA KR 5 AR A5 (8 AR v 2 g ¥, 0] 8 78 S it 28 o A SR 7 BTtk
1T 58 B R T A

4.9.5 RMTXFHBANLMFABRAIFLR IVD MDs HRERRLEHR

TSR H A SR B AT TF L RYIVD MD, T R/ B8 S i 5 A 7 57 52 A DA R 3ok 5 8 ) A T J 2 2
1, HEIFEAE AR ISR

4.9.6 ZRIEFEFA IVD MD B0 SLIIMNY RMs

X235 FH P IVD MDA s ASMRMs (120, TVD MDIERHEE S HI# 5, 3.46) , RMilk i h
T DTN IR Z RS I D SR IR M s 5 AARRE S B B MRS (AniE ) |, 2 R4t &
M PEZERM AT AR i (B A 6ty EL et 248 FAT(T HUIMPs (A2 4G{E{7 TVD MDs ) B9 B 46t
Pk, 3BT TVD MDsHIIZERMs (JETVD MDA S ) TRAE A& bR e AR B, I EsR
Er L ST

4.9.7 FEHEFITEHIEEER EQA 1 PT #1/k

XTI T IEMEE M EQAR/EPTYI L (WL3.46) , WWRYIBHFR (X —AB 29 ) HIRE AT
THE IR BE S S B b L et L B N S IR R DA SZ AR 0 ) e T (L A DG A
HEZREE , AT EATERR , NARYEC LA Ei ( JWLCLSI EP30-AFI[35]-[37]) , #E%ui B2
SR Tz A R FE M TVD MDs_EiF B IR EQA B PTH) I it 1. e o 17 Aff o k40 2 A ARG £ Al
fETHE, FFRIEZRIR LA Zam

5 HEFREHNRERRGHIER

51 HWRRERREMNESR

IVD MDs A% HE ) G045 K4 7 A 38 78T R AR SO i B o A HE 2 RS RiR AL HG DL 8K

a) BRI E S

b)  AEUHERII A BT R, A IRER t— 1 MP R — MR AL, Hoh 7R RS i
AR (BT e —2 ) MR RAHE TN T — /R85 (MP) ARHES ;

o FTHARKHEIZS (GEHE A—4 IVD MD —if2 ) ) RMs (IVD MD # i, ) #i il &t a9 A
B FEAGTHE, DAMEZm P e Al UAE & (B REE S . EQA ¥, sl HAbmeiEdh )
A (B A G PR AN A B

e S2FS TR FRHE R RS R AR IVD il B T RE S ER R, LSRR R0 EAL HE R 1
HIRME , TR B A < IERR R S — (e 2 ) WS /B MIP A% 186 3 B VR Y e Ji — 25 (GRS JRIVD
MD ) IR ZBIRE T CREET ) o

29



E2:

JE3:

5.2

5.2.1

GB/T 21415—20XX/1S0 17511:2020

PR IR HE SR AR RUAREE T BT SCHER 2 rHRIEOR, JF EARIEE S S RS R En n e, & T
R R BB . BB OREROAE B e S P Al RENE, AHEBRIAL AT REME ; SRR HA AL, LU
SCRPREBI A A/ B AR

XFF e g, HE RS HAHER (FIIRMsHI/ERMPs ) A5 AR ZHRAH T, h SEr iR R A5
FA Y 5 T7 0 DT DR R E A A TP N A Z R (RIMPSFIRHE S IS o fE— N2 T Z A P iy
FRETHE R AR, BOR TR AR, RZA R HARIE AT E R, MPs, B FARAH
KR CUEREAR) mml Tk,

BB RMPs f1—Z% RMs BY1E R

—REEEI

B 14538 T HnT H RMPs Fll—2% RMs 327 A0 8 AT 58 38 i U 31 ST R AR 1 )2 R 5 R AR
5.2.2 & 5213 TR T FERIIAR X R 2 G4 #a) A B U B B4R IE o

R WEEF

-1 p. LB B T FRA B
L HIBIZR, i qNMR.
FEFESE. SENFE.

Yoru? |(ml—HFILEEH R
(CRM) -8 ISO 15194)

p2 A THHERE—REEN
iR, nfrEdlE. iHEE

m 2 — R - LA IR
FURCHIET m 1 7R

p3EEMEREF-ATHINE
{FF 5 15015193)

m 3.8 (AHEHRMERD

Yo B /CRM (7 & ISO
15194) , JEHERFER
HHIEEEGR, BRAWT
SREHNEES ARER

e ———

HoHER)

s SRR VD MDA |,

veug® |8 CFRHLS)

|ms. BeRMAMER \/

a —Z% RM(m. 1)KAEL AR R vEA G 2 5
b RN T /A3 H5E IVD MD GRSy (m.S ) WR(E R LA 43 LR I AR & AN E
Yarts_ =, [YaTE ot YaT tPRypp 3+ Y0TIF oy 7H 00T Ry p 4+ 000 P Rypp 5
o, Yorurwpa Yorurwps SEARERMMEZ LG A FTH] MP 1 LI 43 U378 BARX R A 2 i
o FEAN R AL H P IVD MD Bl s 25 (A LA 43 3R B AR & AR HEAS I 22 B2
Yoriny) =,/ YTt o + U0 Wep
o, Yorurwps & IVD MD BTG RS (FEPED & 550F ) M9LUE 3 ORI A AR HEAN B 2 B2

/\/\/\

‘P 4 HEFIRENERS ‘

/

‘pS%Lﬁﬁlﬁd 2 ‘

/

p.6#4nF P IVD MD

Yoru(y)©

30



GB/T 21415—20XX/1S0 17511:2020
BT AR AT — e BT IR 22 ST
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5.2.3 i%$E RMPs

— G RMPsFIHABE FHAMPs(WLIE T, pFIp.2 ) N 3ET DUk EA G HERE I & R BE, DAnT ey
[ e /NI B AN A, B AT ST & By AR i R o FE— 4R RS I, ATREAEE— LA L —2)
RMP, FTh—ZRHEfh e MRt . A B —ZRMPs 45 8 Bl s AR, 76T B
—EBEAE T AT E BN, ANAREER.

A THMPSTT RETE B —HRMP I FEA , (HFF RN AR I i, 0 T AR e B e S 38 P, s B I AN B

w1 PR EAMERRHER T DNA 5 DUEOR B0 MPs 23 U414 (FCM ) g7 2R & B O
(dPCR ) #1431

w2 PIASARTEZARSHERR R T A EOR BT MPs 2 B ik i FCMBoI2]

5.2.4 —% RMs

PERE M) —ZRM (DLEL, m.l) B2 ] 345 A I i B A e AR S (R ), HEA AT SEa i e/
FEX AR I A (f@llclﬂﬁﬁ%*%%rureé‘é/%) o —ZRMR % i — L RMPHEGE F T4 5 %
F/E Al EE PPl H BRI MPINE B EREIEIR (QNMR ) | BRSSP . 38 R IR (e B850, — 2 RM I
ﬁ%ujdtrrj FA1SO 15194,

FE: —ZRM (WLETL, ml) R, & A BLE BRI, AR MR Y SE V2 A, OF

WG IES (EICRM) .

31



GB/T 21415—20XX/1S0 17511:2020
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