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Calibration Specification for Percutaneous Jaundice Meters
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51 =
JJF 1001-2011 @ FHFEAIE Jog ) JIF 1059.1-2012 (Il & AN JE Ve 5%
78 ) A1 JIF 1071-2010 [ SRR e g S RN ) S [RIAE) A R VE 3T AT R At A ST
(G
AREERIHIE S 1 1S0 21151:2020 (ARSMZ Wi B2y S - SERSHE S A A A
(B2 P IB 9 1 B B Wb B 2SR ) (In vitro diagnostic medical devices —
Requirements for international harmonisation protocols establishing metrological traceability

of values assigned to calibrators and human samples).
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Z R EE MR UBAERTE
136H

ARG F 2T EE# . S VE KT 20 mg/dL (342 umol/L). FHFHi4E
JURHET Z A 1 28 B B A A 7

2 5|

1ISO 21151:2020 {AARAME W =TT 480 -- 28 ST AR 1 2R A0 N ARKFE AAE TH v B 3% 1) [ B
PR CELSR )  (In vitro diagnostic medical devices — Requirements for international

harmonisation protocols establishing metrological traceability of values assigned to calibrators

and human samples)

JUE H R 51 S, A I R & T A e
3ARBMITEAM

31ARE

3.1.1 BBZL £ bilirubin

M2 8 R A L 2T 3R A o 0 L2131 7 e 4 e A 19X 2 A e 40 e % 4 i e
HIACH 1 Sl R b2 5 S 0 B AR, O JH D B A f) B A
3.1.2 £ F|EMIR{Y percutaneous jaundice meter

FI TR B T L2 R A s, XORRAEZL 2 E A

3.2 tRBL
JRLCERIRE A ZhfEr Tt (FF9 mo/dL) BREE /R (RS pmol/L).
4 ik

28 REEENRAAC CBUTR ki as) 52 T PO EAE (EZMTHEILD AN
ARZLERIR L T A g . N R B OOE ANE, 85 PGS Bk, Al as4i S A B
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JoR B R N A ZR R R [ 6 €4 (450 nm B 460 nm) FIZE € (550 nm) X R REE,
PR G R 2 SR RIRBE R A WA LR e i, Gl et 3 Je AU ST 4T Rk
J¥

A FE R R U UL R LU R S ALK

5 i EE M
51 BEHER

AKF 1%FS.

5.2 iR RERERE
At +1.0 mg/dL.

5.3 BNEENEES M
AKTF 5%.
F UNEREFERATAREHA, REE%.

6 BIAESH

6.1 &M

6.1.1 T{/FIRE: (10~30) C.
6.1.2 ¥BREF: (30~80) %RH (ILAEE) .

6.1.3 HAh: FETCHEICES . oEsh M BT
6.2 NEBIFERHERE

6.2.1 VKR N MH S B A UEPRAEYI BT, A AN EEIR T 2% (k=2).

6.2.2 B %s: EFEVEHE 100 pL. 200 uL. 1000 uL, ZAZHEE &% .

6.2.3 BRI (EA S (rbral UL R4l Bl 0.9%S LA, MAHIIES, 1
N AW

6.2.4 Agetbtall: YFEA lom BIIE T B A7 96 HE L.

6.2.5 PRAEL R EEA: (S 5 A BT ACE IR 2R T H X L 28 B AU bR
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HELZE RO o HIARAE Ja B 28 B SRR T 1) 28 b VA VB A 9 R X A8 e i &
S IS =X s VX MO Y R4 RS BiBURYISY NI U SY 1A e SRTIoY a2t /)i i /- R i
2 Bz A A AT G R S I 20 R IR R B R ZE AN 0.2 mg/dL.

7 ROET B AR TS 3
71 FREH

2 R B PSSR S AT FEHL AR o A 2R PRk 5 36 MR 1) A 9% B A LS Y
HaEE ., BEER, ICFE N E . B0 1 min ST RE SR 1R, FELLE 6 K.
AKX (LD HEE SRR

Z =B 100%. .. (1)
XA
Z—F U5, %FS;
Xmax—6 R EAE )i K{E, mo/dL B8 pmol/L;
Xmin—6 XM EAE & /ME, mg/dL 5 pmol/L.
R— W HEAX AR &= FE, mg/dL B¢ pmol/L.

7.2 R REREIRE

FE A 9 B A0 T PN 23 1) 288 N AE AR #E 22 B2 BB AR F i 3% 7y 10 mg/dL. 13 mg/dL.
20mg/dL [RIBLAEZE By B SO HEVA I (F PR C e, RS R K 5 L 8 LI ' T 22
B BEEE. 20O SR N 3 R EE X R EE, S AE R
AR R R . VRS IR EE AU 3 R A S R A PRSP

B EEURME R ER AR (D .

A
§ —WALEAL ZS R R (E 1R 2, mg/dL B¢ pmol/L;
X —— BB HEACER I A PR 25 B 5 A ASFIME, mg/dL B pmol/L;
FRUELE S TR ACN e IHAL 2K FE, mg/dL 8% pmol/L.

XS
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7.3 MR ENEESH
TEAT 9 bl 6 L P 38 AN bR 7 B ACEE A 10 mg/dL BY 13 mg/dL AR HLES B B

BORHEE W, R SL S H B B B, K& EENE 7R, CkAGRE
MEAE . LA (3) THEIMESE R R dEmZ (S, VR SE N & = 1

1 (X — Xm)?
Srzzszl( mi ~ Xm) g (0 (117 €< D\
Xm n—1

e

Xpni— WA #R5 1| & AE, mg/dL B pmol/L;
X —WARCHEAES M EAE B2 B 5 SR, mo/dL B¢ pmol/L;

n —— &= R EL
8 BESERKIA

RRAESS RIS HEUE PR iR 45 b el BSHETE P Bk & 2> EFE LT E B
a)brill: “RIHEIEFS™;
b) SE55: % A4 FR AN AL ;
C)REATIAE M . (2R S8 = (1 ik AN [FDD
d)IEH AP —VERR IR (g5 ), BT T AR IR
€)% A4 R AN bt
OB R R AN A bR IR 5
Q)EEATRHER YT, U SRS A HE S ST PR AN S R AT SR, 2t W R S i H
3
h) R S R HESS R A RE R A R , N R i BRI AR A P 3R 4T U 9
)ETHE TR IR BRI IR IR, AR AR
§)ASASEHAE Fir 00 Ao A P A B A 2 i T 5
K) R HEA 1 0 413 5
)R HELE 2R K FLI B ANt i ) B
)Xo A HE R ) 12 ) 15 5
) EHEIE+5 B RHER 5 2 R NI A4L L B S5 BEE R iR s
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) IEHE L R AR AR R A R 75 W 5

PRSI = A b E, AT E I IS A B

FHEJFIR I SRAE A RS LB = A, AHEIEAS P TS SU LB SR B, AR SR I VT il
TIERMM R C, AU SIE IR A iR 22 R HE 25 SRR AN 2 FE v 8 7 9 WL 3% D

9 BRI 18] [8] B

SR AR ] 1] B Akt 12 A H .
F - S AR ] ) B (T F AR IR IS L AP AR A B B R S5 i DR &P
PE, PRI A B AR B S B (8 P 0 B 3= pRE R Ta] 18] e o
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MisR A
BERBIERER (%)
BERBICR
R T - IS LETRSE
TATLHAL
By i 13 Y Hb 5,
NE itk=s AR R
NEriRes INEra=vis
N o JIF (HD) XX-202X 4z
< H <
FetE R L B e
IR FHX
REHE 5 51
FRUEY 5
IRHERTHESS TAE R B (2 e

2% mER (F47: Omg/dl Oupmol/L)

I

1
FER

2

3

S I BN R E L EEE M (AL Omg/dl Cpmol/L)

RORTh R i
L . .
ARG g | oy

TEA AL

T

B (1R 22
(%)

XA E S
(k=2)
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AU BRI B
HEREM

FH B v A

ST P 22 Z (%)
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Mis% B

BASER AR (%)

2. BREOREIRZE (BA: Omg/dl  Clumol/L)

P b VHE T TBLAE A A M-~ 41E AN EIRZE I FEAH E
20 B BE AL AR (k=2)

B FEMEEENE (%) .
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sk C

RYFRER RBCHI A

5 FH UKR N ML S R 20 3 TR AR HE ) AR R ) () R BB Vi, LA R

BB IR C1 PR ARAT KR N LIS SRR A UER DR (A
GBW09184 J i, EE A 108.1 nmol/L) EAFLL A, i AST RARF fF BRI+
RAYA), BT S RAER BN ML M AL R RPIARMERT, R C.1 Fim.

= C.1 AIMJE S AR R RFIR R RIVECHIRE

PRAETE T B 108.1pmol/L HiE¥ | BBREBIAR | BChlbr s e br L

s WAREDI AR (LD AR (ul) BEFE AL (mg/dL)
1 85 915 10.1
2 110 890 13.1

3 170 830 20.3
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MisZ D

R BVENME IR Z R AL R0 B P r Bl

D.1 %A

D.1.1 M8 AE: 22 °C, FXRE 40 %.

D.1.2 KR T : VKR N M5 B ARL R AR HEY) R (GBWO09184), N E{H N
108.1pmol/L, U= 1.9 pmol/L, k=2,

D.1.3 bR B EA . A IR AT A5 BA IR ZEA KT £0.2 mg/dL. 1
PRUELE B B OCHBCHIVATRTE 7.3 MZAF R TIE, HEERERERSEE. i
HIOTVE W% Co

D.1.4 W HER % BT A ) L& B E A, 73 #7178 0.1 mg/dL, &% Jy(0~34)mg/dL.
D.2 W A A RUAH 2 FE 5 A 50

6 —— W HEAX ER AR B R 2, mg/dL BL pmol/L;

Xon—— WA HE SR BEFIBR 2 A 5 AR FI5ME, mg/dL 5X pmol/Ls
Xs—— L HTACLEN 5 2 B SR AR LT RS, mg/dL B¢ pmol/L.
S IR BURBOT H WA R(D.2):

o X = = = c(X)=
25 _
T RPN (D.2)
& EWAREARE L A0 (D.3)
Un=lcX )UK m),  UsSIcXOIUXS) o,
(D.3)
BT um A1 us AH BB, PRI T SN e B R A0 (D.4):
Ucon/ UG U o (D.4)
FV R
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Um — (RN & 5N BIAN 58 77 s

Us——ZR BRI 5T N HIANE E 5 70 &
D.3 ANHfi & J¥ 43 & 4 At
D.3.1 AR 51 N HIANI € B 70 &

D.3.1.1 ME B 5| NPIAREATFE L Un(Xn)

U (X ) A2 W0 8 52 1 5N RO ARAE AN 58 B, A0 28 2 B 9B (SO HE VTR PR AR PR AL A
10.1 mg/dL. 13.1 mg/dL. 20.3 mg/dL, 8 FH A% i B IE SO RBE4DL 28 By BRI SR WV AT
7 ML EE MR, WEEN Xy (=1, 2, -, 7D, HEirdEmZE s OG) T NZERAR
WHEAH, BAHEENE DL (. mg/dL).

# D1 BALEEBERESRESMENE

B 1 2 3 ] 5 6 7 SD
10.1 10.5 10.2 10.3 10.1 10.4 10.5 105 0.16
13.1 13.1 13.2 13.2 12.9 13.2 13.3 133 0.14
20.3 20.3 20.6 205 20.4 20.2 205 20.6 0.15

FESZBRASHERT, 10.1 mg/dL + 13.1 mg/dL A1 20.3 mg/dL A& 3 k. WIHE =R U
A BRI A S N AR AN S Bl

um(Xm1)=S(f/%’1) ~ 0.09 mg/dL

s(X,

mz)
N ~0.08 mg/dL

Um(Xm2)=

um(xmg):s(};;” ~0.09mg/dL
D.3.1.2 BIEA 5T 3 1 G I NFIRRAEAN E FE u(X )
SEEAL I #7129 0.0 moldL B, T ERACES 5 0 B BN IAREAN I G P ui(X)
Uf(X,)=0.5x 0.1/+/3 ~0.029 mg/dL
1 T S SN HIBRHEATA E L U (X)) KT HEIACES 7 7% 70 51 NI AR AN 5E B
U(Xm), TTETHEL G bR HEAN I 8 FERT, R 7% R B S NIIARHEA 1 78 FE Um(Xm) o

11
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D.3.13 AEGHE . IR, IR I N IARHEA T E B ul(Xon,)

FEAR I IE SRS AT, BT RECCERIERE, SHCZEE . B m AR
IR/, HOZIAT LA AT
D.3.2 R FUARAEVE IR 5] NIIANHH € FE
D.3.2.1 ARAEMIITIAEAE 1 NI AN E i

FRUEVD LY AN % BE N 1.76%, k=2, H urs(Xs)=0.88%. 7£ 10.1 mg/dL.13.1 mg/dL
20.3 mo/dL R #E S bREASH 2 B 4> 3 4: 0.09 mg/dL. 0.12 mg/dL. 0.18 mg/dL.
D.3.2.2 bR [ BOEAI & 51 N AN E i«

PRUELS B SR B K Fo YRR 22 9 0.2 moldL. BN SI A0, W i3SI NHIFR
HEANH 2 B2

Uf(X5)=0.2 /73 ~0.12 mg/dL

D.4 & br A E FE

F bR R BOTEAN R I 8 ST I NI % N B ()R AN A O, s A IR AL 3R
TR PS5 AP 7~ (B 152 22 1) P VEE AN A FEAE =AM HE s I B T

F 10.1 mg/dL fi: ug=yu2,; +u? =+0.092 + 0.092 + 0.122 ~ 0.18 mg/dL

fF 13.1 mg/dL £z ue =/u?, + u?, = V0.08% + 0.12% + 0.122 ~0.18 mg/dL

F 20.3 mg/dL 5z U =y/u?; + uZ;, = V0.09% + 0.18% + 0.12% ~0.23 mg/dL
D.5 ¥ R AN JiE
IR S IR R SRR E R ZE Y RAS T, WEEHET k=2, Wy EAHE
FE U=k X ue = 2uc. 1E=/AMRHE Y A€ FETHE 45 5% T3 D.2.
xD2 ¥RIAEE

FHE R I AN 2 T (k=2)
10.1 mg/dL 0.4 mg/dL
13.1 mg/dL 0.4 mg/dL
20.3 mg/dL 0.5 mg/dL

12



