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G|

][/

AENAZET FEEGBFEERNTZ RS (EXEE: CNAS) HEFEZRER
ERREAH#TNTHERK,

ARAENEF R FISO 15189:2022 (EF¥ R EF—MEMBE ANER) , Hsbh, &K
B EFERENEREEEIAER, EFLRE W RETF

EXEhEdTREETEXEE, HERBEMEERBNTRES, HAHAE
TG REENEENTE XLEHEHTRUFBRNARERAFTELZETHA
REGFR, A RRwFENTH, EFEE, EXRA, FeaXE, 2%, BEH
AR, BBEFETHMARALE, LR, HEGF, UREEWMRE. RE
RN, TRLAENEFRELER. ZHLAVRNBRELAER

RENWEWERRIR I EFIREREMEANEL, RABHNEEML
hERAFNHERE

AR N G FE B LI R M e o g B AL B T KX AR B B K. 127 K
Wit R EE: REEEERRANARMY, BROTREROHBE, BOHEE. ZRER
T. ARAABHBERE

T 8 B B Bk 5 TS0 22367HY R U — 3,

T ELRAEREISO 151908 BN — 3,

B o R AR X E R HT1S0 20658 — K.

AVEN BT EAR (POCT) HYE K,

BRARENEEATEHUNANNEFZRELFH, B0 AREATHMET
R4, G, "BRiET. £BF. mEMRL.

ERAENEBTEF SR EMAMETRSHITZ BN EE, R#FE AU
B kAR R — B,

EXshEfeRaNEX, TREMAERIMRKEFZRERNELLRE
ORI c

LI EFHRINTH, HEFEHFAISO/IEC 17011, #H# BIAEFLBRFWEFHEX
AT LA

BN A E R AT 5 EFRAREISO 15189:2022 (E¥ L hE— R EMEANE
KDY WERFHTE2— 8. CNASEUR & 17 A 7 89 HLAL 9 3C An 4 ] IE AR ISOAT 9 K 1E iR
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E AT

IS0 15189: 2022 % A N34 % B AR, KA L B9RANEE L& 4,

ANy % AR, BURCNAS-CLO2: 2012 (5 = H) »

EHE FRINTH, FHBHAISO/IEC 17011, HEERIHEFIZR TN L HEX
AR HLA

AP, 1S09001: 2005 F21S0/TEC17025: 2017 Eytb#z, JLHf KB, 1S015189:
2012 F11SO 15189: 2022 (ACH) M LI, JLFC,
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1 SeE

\,

AXUART EFEREREMENHENK,

AXHERNTEFIREFRIEERAMTIEE OGS, WTEATEREA
P BB AL T AL A R AN EF SZ R FERET

AX A TRk,

E: HIR BRIGER FARERKATRE R T AL F 0452 A K,

2 FsetEs| At

T B SO o e g 2 1 SO WAL B R WA AR S SN T DB R, EF,
EH AR TR X, AR E A R R R AE T AR i T R X, HER
A (BEFAWERE) &R T A,

ISO/TEC 48799 (2007) [EFF it & 5 38 L — & A A 1 M & BOAR R AT

7E: ISO/IEC #9944 % JCGM (Joint Committee for Guides in Metrology) 200,

ISO/IEC 17000 (2020) &-#& 1 /& —1a JC Au 3 A J7 |

ISO/IEC 17025 (2017) o l|FuAR o 5250 = f 77 0 48 Jf 25k

3 RiEFEX

ISO/TEC #8®99F11S0/IEC 170005 & LL T AIE o & X & Al T AR A& .

ISOARTEC 447 B9l T An v LRy A B4 EE ik 4n T

——1IS0 EZ& R ¥ -F&: http://www. iso. org/obp

——IEC BFFF#F&: http://www. electropedia. org/
3. 1w fbias

W& measurement bias

RGN ERZEW I,

E: BRNXREMNTRENE

[ J8:1SO/TEC Guide 99:2007,2.18, HHE—# w7 E1]
3. 24 % %X H biological reference interval

£ %X 6] reference interval

BE A5 E ANFNELS B X,

2023 #6 B 1 BH%%H 2023 £ 12 A 1 B
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E1: AFRRE R LA 95%K I, HRHEILT, HAe K RIFxFARay 5 H X T i £
AHEE,

E2: HAF KT RABRTRIEH & (3.25) A RApr Fl 6941425 (3.9) o

E3: XFRFAT, ARA—NERSFRA R T LG, @F ERx, it ey 5H Kiaee 2]
T RF Txo

E4: CIEFEE” . CEFMAET R CHBARER” FREELRF, HLREBEA,

[kJE: TISO 18113-1: 2022, 3.1.9, AHH-MAE T “ZFH” . ]
3.3 Rk Mclinical decision limit

KALRERE AR E, R oHFERRFENBLR (3.8) 4

E1: B A R R R IRARN AT

E2: AT HRBRGRICHZ . LB RETT .
3. 4% 4 By B ¥ M commutability of a reference material

B M commutability

e R SEMFNANEE, RTIAN MG ENERFHFNEERZEXRAURLHR
ChRMPRNELERZE X R —BRENSEY FRE,

Er RXF, BRAEFHRNEE AR R, WAL G T AT RS

E2: BF IR BANZALE T R, EAMKR AP 69E RN AL Z R BT IR

E3: M F LR —BATEH RS A H R T 6 B a9k L

4 B B AR T AN R LR LR A Z AL 5 .

[&JF: ISO 17511: 2020, 3.10, HBH——#HByE2RE T FiE2, ]
3. 588 /7 competence

220 52 1 RE4% R ] iR Fu 3 A S BT 45 R B AR .

[k J%: ISO/IEC17021-1: 2015, 3.7, ABH—ER XA LT “ZiE%EW” . ]
3. 6% F complaint

FAMASARmERE (3.20) REFANREREKTSTHRE, AHPLFIEER
HIAT A .

[ J&: ISO/IEC 17000: 2020, 8.7, HHH——MRT “Bwifs”, Ll “Eh
EREEARER” KB “GRITENMBATIALELES" o ]
3. 78 consultant

Tl HREEZRZEILAA

2023 #6 B 1 BH%%H 2023 £ 12 A 1 B



CNAS-CL02:2023 #701/4L6071

3. 8% % examination

DLAf 8 — MR EIV S . R E RN B ey —H B 1k,

E1: —ARRT AR ALK E N S MES . MR RAZ 0B,

E2: AR AN RAYERERRNRA “RERR” ; AT —NREORFIENERER
AR R AR

E3: FREARLARA AN R R .
3.9t % )¥ examination procedure

RIEL 7 kAT E TR K (3.8) BYATH MU B R A g — L # 1E

E: EIWDEJTF BEMATLAF S EMIVDEST BRGRIE, A EMES T E—2 ity —4
W IAZ B8 AR QY AT T R . DAATAEL R AR AL A

[RiE: 1SO 15198: 2004, 3.7, A# &k —— “—HEFWEEHR (set of
operations described specifically) ” B% W “EAHrey—HEE
(specifically described set of operations) ” . ]
3. 10 % & JR & ¥ ffrexternal quality assessment , EQA

A 25 = 8] BT, % BRI SE = e A U AF I S W EE ) .

E: AARAE A IIE proficiency testing, PT.

[kJR: ISO/IEC 17043: 2010, 3.7, ABHR——RKE2FHAE “EEHHEF
W7 RET EAE. MR T EIFE2HE M T FavEl, ]
3. 11/AE ¥ impartiality

HEFZRERLEESEROEINE (3.20) .

EN: BT AL IR A B A B RAA B R .

2 AT ATATAERZZORER: “BE” . “AR7 . “P2” . “NF7.
CEBIFHT . MM L CERT L R

[5&J&: ISO/IEC 17000: 2020, 5.3, HBH——K “GHTFEEHNER" ERAY
“HEFEIRENEZmIF o BT FE2, ]
3. 12525 = |5 bt interlaboratory comparison

HRIAARWES, BRAKE MR ER E 4 A8 B 2R AR # AT =
gk (3.8) WHK, ZfiEMh.

[SkJ8: GB/T27043-2012 (ISO/TEC17043: 2010, IDT) , 3.4, AHBHE—A “&
B” RE W7 . F MR R “UR7 . A “HImERE” R “Lh
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== :I
o

F
3. 13F W i E¥ Hlinternal quality control (IQC)

& #E #lquality control (QC)

EEe ML RBUANRRTEESY AR A HRET EERINITET.

[kJF: ISO/TS 22583: 2019, 3.9, ABH—— “HE” #AKA “#HIL” . M
B 7L, ]

3. 14k A LW EIT B in vitro diagnostic medical device

IVD [Ej7 &M 1IVD medical device

BREAEEMH, HEEFHIEA T ARTARES RN ER, tREAHLTE
DR, HNSEAMEREAERN, G EAA. RES. RER, TAZE. K
B RN B REERECW 0w,

[kJR: ISO 18113-1: 2022, 3.1.33, ABE——KE XA “Ei7” —iafMk,
EEXKBINT “BWAHFERN. RAER, FER. SAREE. BEMHELHNE
REFERHECHE” o Mk T EIFE2, ]

3.1552 W FEE E laboratory management

MERE (3.200 fiw, EHEEMRN—AEZL A

E1: RBREFTEEARALRERE RIRABRRETR.

32: RREFHEORERTIE (—ARSA) ARE, TOERBEMIEEREENR
BANA
3. 1652 % = F| P laboratory user

HiEEFIBE (3.200 REHNAKEAE,

E: RAPTAEEE. BREL., AR HEAEEH T EI T RIM,

3. 17% # (K & management system
ERF—RPMEXRBRSMELERANER, ATHE A4 ER, UREH XL
ER SR

A1 LATHARA “REBEEKRR”, HZR L

E2: FREARREEAR TGN, Kxf R, KR, BT, A, £, AN, 2
&, BAR, FoRILX ik B ARG AR,

[5kJE: ISO 9000: 2015, 3.5.3, HEH—MREEL, 3704, HpiEl, |

3. 18| & Y # Fmeasurement accuracy, accuracy of measurement
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YEH FE accuracy
HNENNEFEELE AN —HEE.
D A CMBRAL RR—AE, REHAHFHEM. SN ERBE QN E 0T

AL R B EHE

22: WA CUNBAME” RAE—AE, RAEAKTHIMAE. SN SREE NS 2L
TR %N B A R A

B3 B R A AR AR A K T AL B G M AR 2 ) 6 — BAZ

[£JF: 1SO/IECH¥E®99: 2007, 2.13. ]
3. 19 & 7% 2 £ measurement uncertainty

& #RMU

WREFFAENELE, RERTHNEEZESHENE RS,

E1: MBEAHR KO RAYRIILGHE, Wb L3N EREKEMEA X9 F
B STRHES . A it R AR kIS E, fASERHLE S ELE,

E2: HROT AR e AR A ATREN Z AR IR ERE (REAFEEH) , KRARATE
S TSRS

E3: MELHEE—AFETHEAMR. P L5 ZTREFE-ZINSMAGRTSH, &
M B R R ARIF R BATIRR, ARG ERIE, BB — LB THRELTFZBRLCHE
BT IRAT AT R, N F AR B TR, AR £ R,

E4: BE, ST ML RNEE, MERAL LR LTI AN EG . FEHET
R P SA DY NV 4 D G

E5: BT BAF R (3.1) R EE. P, STFR—#MNE, ATAREHTELA
FHLIEE AT TR M. BA A RE QBT AL )3 B T A8 R S 094005, BT AR
AR AMBAR A0 L

26: A TFHRMNSALFGT Ao IIE, NS RAREIFLFHGR—NRMARN, %
X 1] 60, A ) B 4 5% IR BB — R 89 B 2 K

T 4R FALS 0 T B AT P AR ROAE — A R VR S TRABL ARG TR S A S 0 K T
JE 4R o

#8: REFRBET, KIHMFRHIT—K, B RMEATESGHN S HHE,
o B R A K T W) & 7 T A 3R AR 09 e 45

[%&JR: ISO/IECFE F99: 2007, 2.26, HHBZ——HNISO/TS 20914: 2019, 3.26
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P T AL EES, ]
3.20E % 52% ¥ medical laboratory

SLHF laboratory

PiRftomr, W, 8. BT MerkRaatElmaxER B, MkaA
AR AT R (3.8) BYEK,

E1: BARRELTRESZAEE TR EN, AESEEENE, ERBHAL—TE
09 H o

E2: FREFHOELEA (3.24) . A% (3.8) BB IAE (3.23)

E3: B (3.8) MAQEETRTMAEST . AT, £, LRELRT. Lk, 2hH
B ML, WRFem AR F A A
3.21 8 # patient

At (3.8) REM K,
3. 22B Bt 4 W point-of—care testing

POCT

EEHE (3.21) MAREFEHHATHRE (3.8)

[k JE: 1S0/TS22583: 2019, 3.11. ]
3.23% % EX# post-examination processes

B (3.8) ZEWRE, BFLEREL, RRERXRWBANL, x4&. REMY
7, WERMHRE MR, i (3.28) FEMALE,
3. 24K BB X E pre—examination processes

ZEENFER P FiEERRE (3.8) Bt E, Atk ¥iF. EFEEMRA
Al (3.2 . RigkdKE (3.25) . BRMEBREAFHE (3.200 %,
3.25R % % primary sample

A specimen

MR, HARECH5AERE XA HE R P REWELH s, ATHE— HSA
ERRMENRR (3.8) . RSN, ATW#HZEEER,

E: BRESFERLEEMAIRIE (IMDRF) /&5 % —89 55 L4 P 42 I A5 “specimen” , 1%
MEEFEEE (3.20) B EDHRBHES.

[s&J&: ISO 18113-1: 2022, 3.1.65, A H——BHFEL. MiRFEE2. ]
3. 26 R B3 A quality indicator
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— N ENAERFEHRRERNEENEE

E: BETEATH, Plde, FHEass (EARERXAGEIH) . BESH (EAZE
KIreh B 5D . BAMARIEE (DPMO) Ko< B4 H A,

E2: MEBARART M E —AMAMFH LA P E KRG E AT BTG R E,
3. 2T% ZH L% Freferral laboratory

BRBRBIEHEL (3.8) WAHEILKZE (3.20) ,

El: RERFEREAFRE T ERFEEN RIS BEAALR, FRIGEHE ST RE R
B, RYLEFRT AR, EIMWERE,

E2: RERFRETRRIAERELNERE, I5EFERE, wAEILAE, KE, WEE
WAF S (FR) MMFERERELGER
3. 28 sample

BE RIS (3.25) W—30 £ H o,
3. 291F % E tureness

M Z E#ZE measurement trueness

LHSREANERGEEEANFHESSEEERN—BEE.

E1: MBEHERA—AE, TReARKERT. 2TAREGB/T 6379.1/180 5725-1:M 2 H —
HALE .

E2: MEEHEHZANZTIRZE A4AX, HSHEMNZFIRELX,

E3: KiE CMBEHE” FER “MUEAMEL” LT

E4: TR MAR, MNEEAE (—BEE) TUA—ZNE (Fl: 55FNELERG—2H
BAH) AT

E5: EAHERLBEAZS (3.9) B—EM, RBTNS/EEMIERIESRE (3.1) .
CHEMRE AT RIF, R ZhE (3.1) Tz, WEERERF (3.9) EABRGFHEHRL,

[kJE: 1SO/TECHEHI9: 2007, 2.14, AHBHEH—— mifdfiE5, ]
3. 308 # At B turnaround time

ZpREw (3.2 . Rk (3.8) FRkREIR (3.23) FHFH AL R
JEL B B e
3.31# 1A validation

WA AR A E B K BAF B R By B AR, xR 2 TR R 1 B ey A M T A

W
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E1: BAAEETAEIR, WE, BRI T KKF.

E2: “CHIN” —RE AT AR GRS,

23 ARG RN FRTOHEATHAANLL: MNEEHAE., NEHEL (LENZELH
Fasp BN EAFFE L) « oA N (BETHRHR) . AdRfee SR, MEX A, ERMAXHE,
VT AF M A S BT R B

[&JF: ISO/IEC 17000: 2020, 6.5, AHK——HF T EIEFES3, ]

3. 32I81F verification

W R E LR E A B % R E oK, BIAE Lk,

RN BRINEE) N E R LA PEREALTE

T2: FRINTT VAR B AR T

A1 RIERIEFIRE AT RARE DRI AT, ARNEZ RN BRERER (G EAKE,
AEE. THRELR) EFRELAGT,

E2: BEATE G BAAERE T ARAE TN E R, LT AR LM H KX, deff AHXK T &t
HRSAT LA EF

E3: AR (3.8) mEARWLABAE T, 709 IVDIR&E LI EFE AL A N 7T AN
12 H o

E4: “eEiE” —E AT RPARZGIRE.

[&JF: ISO/IEC 17000: 2020, 6.6, HBEK——H w7 mFI1F2, BT EIE
F4o ]
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4 BARER

41 NEM

a) MNEFFREREED. Ll F MR EMEENRIENER,

b) LR EFEEENIEEATEAE.

c) ERFNMNEREFHNNEEAT, THEAFEL. WHRE 77 @ Ed
MENEHE.

D IREWEELFNREXR, CEXRERTINRAR, RAAEERMT.

E: RRFRENEMGXATEATHAR, E5, T2, AL, 2FTR. BWH. &R,
THEH (LESRMgES) . IAHERERABMASIFRREHRAN PP F. ILEXZH LT
A3 I F 69 B P AR BB

e) wiRAIHAEEERM, MERIRERD LD, UELAEEIZRE. 28
N A AR ERC I i ey
42 REKE

4.2.1 EREE

IhENELELEAEERANAE, SELREFANFRES T ENFAE
FERAEEETME, EEFEANEENOERAFRE. ThENWHELEATH
ERERBWAFF/HEH. BERAPF/RBEENTHER, RERESEEFRY
E (fldm: AERFTIFHER) , HMHTHERAMENTHEEIFLEANRER A,
4.2.2 EREM

IR EHAEERIABRNEERF LN, RELANEREEMEAEXE
%, ksl TRENAANEF USRS (WRIFA. HENE KA X
BEEEARE. RECEARBETRAR, ZRENLNELARFEREY, AN EHES,
4.2.3 ARBRK

ARBEZRSZR. GRT. SN MARBIREZRENHERRNLREER
AN R SR EEA LT R PRGN ANTEERRE .
[ERENEETFARAEEANE (WEE. B ERBEBAR) BRREEREHEHR
o]

x
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43 REMRWEXR

IREFERENAREEENER. LR EHNEELRER, ZhENZE
SIS e DA T AR

a) BxMIREFAFPAEAREAAGRE, UMBEZREFRERR T EMEEL
BER;

b) MEXFMIBREAFREFACRIBHATEL, BFEFA GERAR) W
HI1E B4 Ry At ]

o) EHWHEEZREFRENSR, UARILEHLRAEIER RS L F LB,

d) ELE, MEH. AP RAMEXARRBESRRTEHEIHES LEFWEM,
FHAT T A IR %R X L6 T R B

) UMEHEEREENFEL, HERFLD;

) EFERHKFHERET;

g) EEREXA. WEREHWEALT, AREGFHNEZHFETCTH RS A
Mo R

b NEZFFAMRKEENESRELZWERREEXEL;

i) f3BHF I ZHAMK G BT RSHACH

5 ZMEEER

5.1 HELE
S0 = B H TR 2H R 2 BE O FLvE Bl ACHE A T Y SRR
Er AT AEN G B, BUFERE LT LB RA A A EHEE A,
[(1) LB ERELITEETHHE T ETHHHNFT, bl iF T4 FBFT, 57
BT B B R R
@) BREHNZ HE, FREFBE (BF) THEFLIF, ]
52 SREFHE
5.2. 1 ZBWEFEHMA:
IRENH—LREGEANEEREE, A, BN, TEREFEHA R
=+, DE R AEN R E K,
5.2.2 LB/ EFFHIFK:
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IRETEATREHEEERR, BEURNREENLATEREZTHETE, D
18 Z o iR Al Fu B 3 &2 BT KU Fu gk e ALAE

E¥e F £ ERYBRFTAFTE R Ak SR
5.2.3 MR K:

IREFHETRARENRFA /AR EPREFEAFREARANRTL, FHEX
fro EEEE FE N ERE R BRITAT U & TIHES

53 LB EVEFY

5.3.1 ®HAEX:

IhENAELREFANEEFHR XM, SFEFERENERNEEN A
DLANFF R B SC B =650 (WwPOCT. H&EXE) . ZREFNRNELREFEAEEA & K
HAEAENER, TaFEINBFEERENTREE.

5.3.2 EXRMAF &M

SERe EVEF N LLERAEN . AP, BENEANT N ER TR, RE
ATEAZ AR GHEREFANAITE, TRETLRERS,

5.3.3 BiEvE3:

IHEEEENARREE LY IR ZNEE, FHEEZMH P HEX,

EHE, SRhENZEIHNEGEZRERFHTHE, @E:

a) NBEFEREAGREEEN, AEMFFS LA A% 7 R w0 RE S Ef 5
PRbE, DLR BRI M,

b) Ao 45 R B AR AR B E L AT

) RSB F A B W9 AUFI A

D RBFERESUTEREREN, Gl T HEIFENEIL,

54 ZMFRIR

5.4.1 BREX:

Lo F

a) BMEHARMERLEN, AAFRERFHLE, UREE. BRESEFMIHF
FR 45 18] B 5 R

b) AR EREFFHNERFEZHHAAER, BEIRIEAAWRT., W, A
WEEBMHEL KR

) B EBENTENANEEREF, UBRIKREEN LN —SEMERA W,
2023 #6 B 1 BH%%H 2023 £ 12 A 1 B




CNAS-CL02:2023 1671 /36001

5.4.2 REFHE.:

IRENREEEBTHBRFTAFORRIFIFEHAR, TREREEHRTH
ER . TETRTEHE:

a) Eih. RFMEFHFTEER,

b) RAEERRRIIATEREENNETFHRE;

) KB il LATR I Bk KA R D X KA 7

& BEREETEEREEEMARTATRITA L HFK;

e) RS2 R = UE o B AU .

i XEFHETHELE—ARS A

5.5 E#Ffa7r4t

a) TREFEENEIFEFERATLE (N8.2) , Ll
) HREEMAFNEEREK;
2) BATREFMNE L,
3) RAELHE LTS A BB R;
) FEEARAEN,
b) BRI MEHSF4 B, ERENHRZEFTHELREHAANEE
A% 5 L o
) ERXAELmERRALERN, TREFEEENHREERANTE.,
D ZhENAELRERFOFERRE, RRARR IR X@ENY, I
HEARMEXR R (18.8.2) .
E: REARAR R QIR M S OP RO AHE R, RIS/ A S R, R
EIREH, J5% B8 2 ARE

56 NEE#E

a) ERETHEENEL, EEAEFIE, R SERQRAENME X EE
ERRNRAG*EEETWINS, FH 2R emgdNanEE (185 .

b) R F FHEN AR ZLENHMERATIE, FERHT ALK ATER.

E 1 EFERERNGEZEZLILISO 22367,

E 2 RBREAHNEEIEZKILISO 35001,
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6 FEEX

6.1 REER
IREFNRSEEMLEELFTHEMNAR., X, XE. BA. BHEAIERS.
62 AR

6.2.1 #&HEXK:
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