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22 R R MR AU E R E

1 el

AMVEIE TR TR B, EVERE KT 20 mg/dL (342 nmol/L) « T
WA LB ZE A B 22 B2 B e A AR A
2 5|AxH

IS0 21151:2020 {fAAMSWrEEST detl—EE SLASHERS AT AR FEAE TH B T I8 PIPE A

FrEpiE i EsR)Y  (In vitro diagnostic medical devices — Requirements for
international harmonisation protocols establishing metrological traceability
of values assigned to calibrators and human samples)

JJF 1094-2002 JNEAL ZH5EDFE

PUFEVE H IR 51 SO, A H IR AR & ] T AR s L2 AN H BT 51 SCpF,
HEGHhiA CBFErE BN EHTANE.
3 NIEMITE RN

3.1 Ri&
3.1.1 BJHLA XK Total bilirubin
MR R EEEA R IR R —F A, AR I PR ) 3 8 ) 3 AR P

3.1.2 BJH Jaundice

PO T AR 2L 3R AR R A 1T 5 L7 PN B 20 3R R s T B0 DLRE IR S5 A4
3.1.3 & HE{H Percutaneous jaundice value

20 Fe B AR B 22 R O R ASE I B s B T 2H 2 e L i e I 20 3R R R
(ELOLER
3. 1. 4 bRUEZ R #EIMR{X Standard Percutaneous Jaundice Meters

B G R BN, X —E B ARG, BRI RN R, X R R 20
L7 A IR 1 R B AT WU 6, O 4 1 )P 3504 45 9 38 N I3 R PR 2L 3R FE AR )
JR AR AR BT AR S B P A AT LT, R % 2 7E TSR Y TRl pAY f19 48 2 B A
VE bRtk B IR A .
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3.2 1HE AL
mg/dL B nmol/L. ¥E: AMES IR H & 0407, A mg/dL. #EAKN 1
mg/dL=17.1 Bmol/L.
4 fhk
20 g By NS R S8 I B SRR B AR B R 2 23 LS IR 2L IR FE RO A R
H, JEH R R A BE A A FA BRI R, 7R T HSURIX R [k
PR30 23 R B T ZH AR 2 DX AR [ Sk PR3 20 2 T P ' 28 FE PR 22 e, 3R BRI B 7 R ¥ 7
BBy, @O B, AT RLIAS L S AL IR
IXERFEH R JEE DGR RS DL R S H
5 THE4F4E
5.1 ERIER: AKT 1%FS,
5.2 B /RARE: A#d 1.0 mg/dL.
5.3 BB HMEEEM: KT 5%
H: UEBEFTERTEEEHR, RESF,
6 RS
28T % TS
1.1 TAFREE:  (10~30) C.
1.2 JEFE:  (30~80) %RH (LAED -
1.3 Hfth: RGBS B KT
MR AE S I e R %
1 VKRN MLE SRR A UERR T, MR E IR T 2% (k=2)
2 FEAS: BEFEVEE 100 wL. 200 L. 1000 ul, ZRZHEGH .
L 2.3 R RS OO Hrati K UL ESERE) Fi] 0. 9% AN, DU,
TERNZ AT
6.2.4 ATELAENL: RN lem KIETT A JEL AL,
6.2.5 FRES R EAC: (AT 5 AR A T AR IR 2L R T H X EE 4 B B E AR b
HELZE R B A o AR 28 S5 A28 B B0 (3O TIE A1) 28 B b R VB S B A R A 3 e U 2

—_

AR L A A =

2
2
2
2
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Al A I ACE L I H I8 VKR LTS S B LA AR E SUAEAT . B it
28 B SR A A 7 T A s BB LD ER B EE R E R ZE AL 0. 2 mg/dL.
7 REBBMRERE
7.1 BERTRIA &

FCHERT ek B2 T AL T IR TARRES, Kesemi i vk e I 3 A 4 7 . itk
RISETRTEIRSL, FTOPIFR, A GRS, R SCR R SR 5 e I L0 30R EA
UV A% B S T 3 B RN &, ORI ER T AR . BRI IR A 4%
PR PR R 0 328 S5 T 2 221~ T, RABLVA VR B35 T i AR B K TSk T AR
7.2 % mifmits

PRI 5 R0 SR SCHAT AL A . A 2 BT Lem B G itE G S
PORMNHCKTER . B%EH:. B 3 min MPFUECREANE 1K, E2LNE 61X,
BERGOESCE RN E. FRESIL AKX C D 5.

Z::52%§5@2x100% (1)

o

7——WARHE B R ) R E RS, %

Xmax——6 WM EAE B KME,  mg/dL;

Xonin——6 KIS AH M5 /ME,  mg/dL.

R——EAERE, mg/dL.
7. 3 BB R R 2

W 24T 15 DU 8 B BRI (SO HE VA 1 B B th g Y6 THI 43 301 288 N AE B8 B S 43 15
274 10. 1 mg/dL. 13.1 mg/dL.  20. 3mg/dL HIRLILNLE B SR CRAETE I (FZ M=% C
T o SEECRSIER . BRI, 0% 3 IKEEAUN ISR . BT ER A 1R 22
wAR (2 HEH.

§ =X, — X, (2)

A

§ ——WRAEFEAN RERZE,  mg/dL;

X —— R 3 I EE M E AT IME, ng/dL;

X——BRLLERMFRFRME,  mg/dL.
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7. 4 BT & E
BB RN 2 i BRSO HE AR I EL it 5B E AR L TR B B, EENE
TR, CFHOEAM R . AL (3) THEN S R FERZ (RSD) ,

AU B I A R RAE
x Zi (XL_X)Z (3)
,’ n—1
X

X —3ECR 7 IRINE(E, mg/dL;
X —FE o TIEERPME,  ng/dL;
n ——WERE, ik =T,
8 RIELLRIFTIL
RSHE LS RN AR HEE P BRI 5 b Sk IHEIE P B i E AW NME S
a) bRl “RUHEIE”
b) SEEGE A ARATHAL;
) BEATRLHERIHL AL (AR 5 SRS O HUIEANFD
d) UEFSHIME AR (g ), AU T AR IR
e) A RRAbAL;
£) R R R A bR IR
g) BEATIHMERTH I, RS RS SR A AN A SR, N3 BRI 51
el H s
h) AR S RHES R A RE R A ORI, OSBRI b B A 3 1EA T 1 B
i) BeER I R VE AR, B A RS
3) AR URASHE P U o A R B R A R i T 5
k) B I
1) BEESs R K H B A 2 LA U 5
m) PR R Y ) v 28 P i 5
n) AHEIEFS AR 5 25 R AN IR A4 BG5S BREE R IR
0) HHESS RAUKS PRI GAT R 7

RSD =

S
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p) ARZEEBEAAE, A Z RS A .
q) BRI ARG P A, BARIE A TUHEERS LT B, RAIKHE
WIRECHI T L% C, BEI B E /B 1R 22 I HE 45 2R AN 5E B2 7 5 7~ 451 DL i
& Do
9 ERETiE)Ek
WA R A RE AN 12 N H
H T SR T T B ) A e A RS O PG O A AR A B it B S5 R R Pt
PRE, DRI IA R B AL T MRS SE R AR 0 B 32 R g SRS 1) TR R o
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MIsE A
RERIBICRESEIZN (B%F)
ab & R WE Y
TAL AL
BAA7 bk T v Hb
NG 2ivE= PR R
INE R INE3=vi
- N JIF () XXXX-202X £ 57 e
5 H S
BEHE H REHE SR
IR G AH XV 5
BEHE G AR
FRUEY 5
1. BEHERTHESS TAE EdE (R e )
2. FAER  (FAf7: Omg/dL O pmol/L)
U EFE R 1 2 3 4 5 6 7
3. BB I B R 22 I B R
PR vE VA TR g — FHA4E s AEXT AN 5
(mg/dL) I ZR~E  (mg/dL) (mg/dL) NMEEZE (%) D)
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ME =B

FEME
(mg/dL)

bRt 25
(mg/dL)

FHXS B
7 (%)
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Mis% B
RAEIEBHEERR (&%)
1. ER

2. B BE RME R ZE (BBA: Omg/dL Opmol/L)

AR | 9 B FRATEE
2 1 R A . AL Ce2)

3 BEMEEL M (%) .
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Mis% C

FRERRECH R

A FH UK N L7 S I 0 3 U A R 00 S5 M R TG 11 1) R SR v L, A B

B BARHERB I C. 1 PR AREER VKGR N MLE SR LLR A AR AEA 5 (B
GBW09184 i, W EMHA 108.1 wmol/L) ZA GG, AINXS N ARF FF R
REYIS], BRI ERIANFEI N ML S LR RAIARERW, R C 1 fR.

& C. 1 AMFSIBLLRRIFERRAVECHIIRE

AT 5 | B 108. 1 nmol/L HIUEVE WhndE | BEURRRRARTAIR Cul) B br VA R AE AR B
YIBAERR Culd BOYE AL (mg/dL)
1 85 915 10. 1
2 110 890 13.1
3 170 830 20.3
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Mfs% D
BRI EEREREREERNAHEEITEERG
D.1. #hA

D. 1.1 PEEMHE: JIF1059. 1-2012 CIIEAHEETE 5FR) M JJF (B
XXXX-XXXX (2 Bz sy il il SO ERRYE )
D. 1.2 M4 =i 22.0 C, & 62 %RH.
D. 1.3 N Ehri:
D. 1.3. 1 RHEFARAEDIR : VKVR N LIS S RHZ R ARV R (GBW09184) , AEfE M 108. 1
pmol/L, & 1.9 umol/L, Ak=2.
D.1.3.2 bR HAMSHCE ML R 45 BM LR ZEA KT £0. 2 mg/dL.
R ARAEL R BE A EC R AL 7.3 BOSAT T AT &E, HIES R NEN S %
. W HI75 M C.
D. 1.4 W HEB s : B LA R EIA, 29509 0.1 mg/dL, RN (0~34)
mg/dL.
D. 1.5 PEid 2 RUETIE R 48 B SR M RS T4, FTF U, % M E (B
B0 HZEH, KB R Sk i T I R B DLV VY LU L LI ST TR, R O B
D.2. MERBEMAHEETELN

6§ =Xpn — X (D. 1)
A
6 ——WRUHEA AR IR R E R 2, mg/dL B nmol/L;
X —HRAEAGR I EE R S EATME, ng/dl B umol/L;
Xo —GAA BTN 5 4 B BB AR ZLZ KBS, mg/dL Y wmol /L.
H R E I RERBOHE AR D. 2) :

1, o(X) =2-=—1 (. 2)

— 96
C(Xm) = —-—— X

%m

10
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vt (D.3)

B B IARAE A RE L L2

= e uXn)» us = lc(Xs) [uXs) (D.3)
m$wiﬂuﬁﬁﬁ4,l%7ﬁfﬁmﬁﬁﬁ VA (D 4)
ue = yud + u? (D. 4)

Arh:
Uy —— BB T N B 52 4
— IR N R 5

D.3. NAEE ST ES

D. 3.1 A& G| NIANE 2 47 &
D.3. 1.1 &= BT N BIFR AT E B uy, Xn)

Uy, (X)W B R SN HIAR AN E B2, AU B DB (R VA VR AR PR AEL
10. 1 mg/dL. 13.1 mg/dL. 20.3 mg/dL, A5 A S IO AU 48 R s e AR e VA vk
177 POMSTEENE, WEAEN Xns (=1, 2, -, 7)), HibsEmZEs(X) ] H %R
At BAHL, BAEIERE D1 CGRAZ: mg/dL) .

F D1 BN B eSO HE VA R B R E

Sl 1 2 3 4 5 6 7 SD
10. 1 10.5 10.0 10.3 10. 1 10. 4 10. 1 10. 4 0.19
13.1 13.1 13.3 13.2 12.9 13.2 13. 4 13. 4 0.18
20. 3 20. 2 20. 5 20. 4 20. 6 20.5 20. 0 20.5 0.21

LESZBRRHERT, 10.1 mg/dL « 13.1 mg/dL F1 20.3 mg/dL & 3 K. NE=
4&@ﬁ,mM%$EﬁﬁAmﬁ@T%*Fﬂ%%z

s(Xm
U (Xm,) = ( ~0.11mg/dL
s(Xmy)
U (Xm,) = N ~ 0.10mg / dL
s(Xms)
U (Xmy) = NG ~ 0.12mg / dL

D. 3. 1. 2 SEAX 1 5N HIARHEAH E FEue(X,)

11
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HIEAXHI #7178 0. Img/dL B, U EHAXES B S 233 77 51 N AR HEA T 8 FE ue (X )
N:

- 0.1
ue(X;) = 0.15 X —= 0.029mg / dL

H T F A GBI EAN 5E [ g, (X ) KT A 7395 70 5N BIARHEAH E J5E
u(Xy) » WHETHE G BARHEAH 2 LN, R 7% 8 EE LS b EA T E uy, (X,)
D.3. 1.3 MEEIRSE. MREAAL SN IR HEAT 2 B, (X,)

FEAAS IR H A A 6T, T 3E S BRI . BRI
A LB AN

D. 3.2 AR{EEEWR I NI AN E E
D. 3.2. 1 FruEPIIBN EAE 5T N AT 58 BE

FRAEDI Y A FE N 1. 76%, 42, Blu,o(X,) = 0.88%. 7£ 10.1mg/dL. 13.1
mg/dL. 20. 3 mg/dL AHE s BIARAEANT E FE 53 70 0. 09 mg/dL. 0. 12 mg/dL. 0. 18 mg/dL.
D. 3. 2.2 br#EZ Bz wE AN 51N B E S -
PG J7 SR AR K VIR ZE N +0. 2 mg/dL. BBEH A A0, T E 351N fbRdE
ANHE R -

0.2

D. 4 SRIMETTAERE
bR L B B AS R I B B B SN S f N B 2 [R5 AN O, B AOIB AL 3R
W PRI TS (B VR 22 (1 45 AR VEE AN R FEAE =M RHE /i TS R

76 10.1 mg/dL fH: g, = /u,znl +uZ =+0.112 + 0.097 + 0.122 ~ 0.19mg / dL

fE 13.1 mg/dL s: u,, = [uh, +ué =v0.102 + 0.12%2 4+ 0.122 ~ 0.20mg / dL

2

£ 20.3 mg/dL £i: u,, = /u;3+zgg::Vo4224-01824-a122z(lz&ng/dL
D.5 HyBRAHEE

12
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A IR R SR EIRE Y A E B, IS RT =2, W RAHE
FEu =k Xu, = 2uco FE="MHE I A E RETHE A R0 F -

(1) R 10.1 mg/dL, ¥ RAMEE (k2) : 0.4mg/dL
(2) R 13.1 mg/dL, ¥ RAMEE (k2) : 0.4mg/dL

(3) R : 20.3 mg/dL, ¥ RAMEE (k2) : 0.5mg/dL

pi
>
p=i
=
>
p=i

13
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