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51 B

JJF 1001-2011 Gl HEAE K& sE ) JJF 1059. 1-2012 (A E EWE 5
FoR) A JIF 1071-2010 (S EAAERTE g S AU Y e [F) R oA IRV Hl 3T A A
RISCAE

AHEHIHIE S 7 1S0 21151:2020 (RIMZ WIS #8088 SRS HERR A A4 RS
AR B 1 E PR A P ESK ) (In vitro diagnostic medical devices —
Requirements for international harmonisation protocols establishing
metrological traceability of values assigned to calibrators and human samples) o
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22 R mE MR UARERSE
13eE
ARETE T2 TOU AR R . EJEEIRT 20 mg/dL (342 wmol/LD. FIF3#r
FEJLRBLAT BRI 28 B2 B A v
2 KiEFitE 8
2.1 R

2.1. 1 JHZLZ bilirubin

LT 7 B A L AT 3% 2 1 e 1) L 0 3 7 5k 20 S Ak o 203 Ay oz 24 il 2 J 4 i
AR =4 o ARG PR b0 O ) S AR, A2 A T REAS I (1 25 ZE AR AR
2. 1. 2 & #YE MR percutaneous jaundice meter

PRI B SRR3R BE A, XFRIBLL M E A

2.2 THEHBAL

MRLLRIRE AL 2t T (FF5 mg/dL) BB /REETT (FF5 wmol/L).

3 Hik

2 B syE A CBAR faTRRAER ) & TPt il & Ak (R T8Il RN
ML IR FE VRS o & S OO SO, dad G R R R, Al 28 BRSO B
Jok B Bz B 2R A R S R €2 (450 nm B 460 nm) &€ (550 nm) XM HIYGRE R,
PRI 3 2 SR RIR B R S WA LR e, el B 449 31 B R 40 R AT ik
.

S EE R OGIE. DG EE DL R S

4 i EFFY

4.1 EEER. A~KT 1%FS.
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4. 2 LB R NME R ZE . AN 1.0 mg/dL.
4.3 R EEMEEE M. SKT 5%
A ULEETRRATABEHE, REEE,

5 ROEFRH

5.1 REESA4

5.1.1 LARIREE: (10~30) C.

5.1.2 JBFE: (30~80) %RH CAEL.

5.1.3 HAth: FBICHIES TR ET .

5. 2 M EAri S H B

5.2. 1 KR N MG SRR LL 3 A UEAREY BT, AR AEEZIR T 2% (k=2).

5.2.2 FWge: EFEVEM 100 wlL. 200 wl. 1000 nlL, ZREHE &K

5.2. 3 MR 1 & AAN (T8l B DL g Bel 0. 9% S AAhiA T, BUHILES, 1
N AR

5.2.4 AFEELEM: RN lem IET A S LI,

5.2.5 FREG R EIHA: AT 5 RN T OCRIBLLZITE X HL 2 R 3R AR A bR
HEZ J BEIEAN . AR S5 IR 48 B B SO L i R RS A O B B R A A S ) 2
Al AN TR NBL Z I E R vk N ML S H AT R AR HE Y R AT 0 . A
2 Fz SR A S A A A BT SO 58 B IR AL R IR B R E R ZE AT 0. 2 mg/dLs

6 RET B FRIETT A

6. 1 % st

F G0 EESROHCER HEAT TP LT R AR R Sk 5 36 VRSN A 92 LL 60 ILIZE D'
T B, R, IR . B 1 min WS A AR 1k, ESE 6 k.
s (D) WHEESERE.
7 =15 100% (D
e
Z——F FIER, %FS;
max— —6 AR )5 KM, mg/dL Bipumol/L;
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min——6 UG AR ) 2 /ME, mg/dL 5pumol/L.
R——Hi R HEA AR I FE, mg/dL B{umol/L.

6. 2 BN SRR (H IR 22

T8 A g bE 6 T Y 29 5l 288 N A b ifE 48 B2 B 13250 2 9 10 mg/dL. 13 mg/dL.
20mg/dL FIRANL 8 je BOE AR HEVE MR (F BT € LD, AR R Sk 55 BU € L3 O, [ =
B BREERE. 2N SIS 3 O EAE S0 R AE, WEE S AE 2
NFNRRZE E G R . TR A 3 R B A -~ S 4E

BAGERMERZEIZ AR (2) T,

= - (2)
A
§ ——BARHEAER I BAURE 1R %, mg/dL Bumol/L;
—— R AR A AT R 2 S AR 39MH, mg/dL Bipumol/L;
—— A R B ASGI E IRAT R IR, mg/dL Biumol/L.

6. 3 FLADL BT B R

TE A 95 Pt L PN 28 AN FRTESS B B ACEEECN 10 mg/dL 8% 13 mg/dL IR B ¥ 9E
IARUETEW, AR L S B G i B . BB ERE. EENE 7R, DA
MEE. HBAR (3) HHEMEL R MERZE (S, VE AR e & 5 5 1.

1 ( - )
=—x ——— X 100% (3)

{r:
X —— WA HEABREE § IR AE, mg/dL Bipmol/L;
— — B AR R AE B 2 H G P EAREIIE, mg/dL Biumol/L;

n ——l &AL

7 ROEGRFTIE

REHELE R RAE R AEUE T B R 2 b e . BHEIE Pk 2/ DB LU E B
bl “RUEIEF;
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b)SK 8 = A R AL

)BEATRHE I A (AR S S B = e AN D5

d)UEF BUME—VERR IR (A5 ), RE TS TR AR

€)% I A MR AN ;

DRI R IR TN B bR

@) EATICHER) HIYT, G RS R HE S AN A R AT S A AT SIS, N I R R Rz H
1

h) A0 SRS R HE S SR A R B A ORI, RO RS ot B bR AR e HEAT 1 B
DEEFTRGE BRI RS IR, B A FRARS

A URAZHE P FH I R (R S AT 2 2 A 5

I9Y¥lisZSTAIDE Py

D) VR &5 SR R L B AN 5 58 1 15 A 5

)X A HE RIS FR) i 25 114 15 A 5

) EHEE A5 SATHEIR 5 25 R NBIRE A4 B S5 BAE R0h i

O)IHE L R AR R A R 75 W 5

p)RZ S E At iE, AE I EHEH A .

FHE SR AR IC TR AL % A, AHEIE S N DUHERAAR SUL PN =% B, AR HEVA I ]
TIE MR C, RS E S AR 1R 22 I TR 45 SR AN 7 P 8 7 9 WL 3% D&

8 E T[] [E]FE

VLR AL [8] (] B AN 12 S H o
H - A IS Th 18] B (2 AR B I DL (T AR AS B T S5 v D 3
DRAE s [AMIRAG B AR B S B (8 S 0 1 32 pRe A 1] 1]
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R 4% 5
T
A HhE e v b A,
V&R PR
1289w 5 &y v
N " JJF (3) 3019-2022 &7
< ) <
BeAE E A BRI | ™ g s et
FRHER WX
T HE 7 }56
PR UED) 5
1. RS T/E B (2
2.E HER (BAL: Omg/dl Cumol/L)
ﬁ‘f%% 1 2 3 4 5 6 z
R

AU FE I R R ZE LB E S (A7 Omg/dl Oumol/L)

m@%@%% TN
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FEIE

AR E IR Z | AR ANE 2 T
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ik B

BREIEBATHEN (5%5)

L. FRER

2. BUFE/REIRZE (AL: Omg/dL Oupmol/L)

FC i b VEE T TRLAE A A M- H1E AR ER 2 A E S
20 SR A AL (k=2)

3 BEM EEENE (o) .
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Mis% C

Ry RBCHI A

A FHOKR N LY S IE 20 3G UE AR ) S AR B i 1) 3R B b e v, BTN

AR IR c1 Fron A AR KR N L S B A AR i (L
GBW09184 A, iNEME N 108.1 wmol/L) A GG AL, I ART SRR AR I
REHIE], BIal SRR R EE N MLE B R R AR, W c1 Fiw.

#* C. 1 AME 2B R RFRER RAVECHIRE

PrRHE R B 108. 1 umol/L AL | FHUMBRRARUA | BLIbR e e PR L B o
Frs PRHER AR (L) Bl JECEEEL (mg/dL)
1 85 915 10.1
2 110 890 13.1
3 170 830 203
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1% D

EURERMERERELS RN HE EITE B

D.1 fZHEZAF

D.1.1 PRI 22 °C, MNRE 40 %.

D.1.2 Bk AR AEY BT . VKR N VS S IH L R AR dEY) it (GBW09184), A JE fH A
108.1umol/L, U= 1.9 ymol/L, k=2.

D.1.3 FRiEL J BEA . HAA MR M AT R4S RA R ZEA KT £0.2 mg/dL. 5
PRUEZ S BEACH RO R 7.3 BISRAF FREAT IR, HONEZRIENERSEE. i
77V W% C.

D.1.4 BARSHE B % e L& B s mlAAY, 73097078 0.1 mg/dL, &% (0~34) mg/dL.
D.2 W AR A AN i TS A

A
8 —— WA HEA AR AR 1% %, mg/dL Bpmol/L;
m— — B A HEACER I B TR 2 S AR P39 1H, mg/dL Biumol/L;
s——ZEA TR JE I R BEAUIB AL 2K, mg/dL Bipumol/L.
s R R R B0 H L AK(D.2):

o m=—=L clXe)= —=1 s (D.2)
For B ISR HEAT 2 WA (D.3)
um=| C m)lul m), us=l C)lul s) e, (D.3)
HH T um A1 us AHEOT,  RIMEATAS AN 8 TR A (D.4):
Uty B 2o s (D.4)

A
Um — RN LN AN 5E B4 B
us——FRIUBRHERE IR 51 N ANH € FE 40 & o
D.3 AN € B2 7 0 Mt
D.3.1 AR & 51 N R ANHf € FE 70 &
D.3.1.1 M= EE ML NIIFRUEANTHESE uml )
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um( )2 B ARG NBIFRAEANEAE B, ARAUZ R o R AR AE TR MR AR FRAEL
10.1 mg/dL. 13.1 mg/dL. 20.3 mg/dL, A5 AR B e AN A 40 282 B i e AR YRR VA V2 AT
7 UM EEE, WEMEAN X (=1, 2, <, 7), Hbr#EmZ s (6) ] IgER ARt
HASH, BAARBYENE DA (HAAL: mg/dL),
#D.1 BRHLERENKETREEMENE

S 1 2 3 4 5 6 7 SD
10.1 10.5 10.2 10.3 10.1 10.4 10.5 10.5 0.16
13.1 13.1 13.2 13.2 12.9 13.2 133 133 0.14
20.3 20.3 20.6 20.5 20.4 20.2 20.5 20.6 0.15

7 SEBRASHERT, 10.1 mg/dL + 13.1 mg/dL AT 20.3 mg/dL A& 3 K. MIAE =Mk
s R S BN AR AEAN B 5E B 73 0 A -

t(Xom) =22 = 0.09 mg/dlL

um(sz)% =0.08 mg/dL

_(

(X =22 =0.09mg/dL

7
D.3.1.2 FEIEAL S 71 5 NIIARHEAH 2 B ud )

PR3 HE 779 0.1 mg/dL I, U ERAXCER B 5 73 3% 77 51 NBIRRHEAS T € BE ul )
N

uf( ;m)=0.5% 0.1/v/3 =0.029 mg/dL

i1 T B SINFIFRHEATE E um( m) KT HEACE 20 9570 5] NHIARAEA T E FE
u ), BEETHEE R EA I E BE, R T IEE S YESI N IR A E BE Um( m)o
D.3.1.3 MEGHE. IR, BRI NMARHEA T E BE ul )

ORI IE SRS AT, BT rECCERIERE, SHCZIERE . R m AR L
RN, WOz AT DL AR AT

10
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D.3.2 RHIFFHEE IR T N HIAH E FE
D.3.2.1 ARAEMTTIAE (H 51 N AN E [

FRUEDI Y RAHIEE N 1.76% k=2, urs(X:)=0.88%. 7 10.1 mg/dL. 13.1 mg/dL.
20.3 mg/dL B #E S BIARAEANH € B2 7302 0.09 mg/dL. 0.12 mg/dL. 0.18 mg/dL.
D.3.2.2 Ak Le Je B A A & 51 N AN € B

PritELe B R AR R SUVFIR 2209 £0.2 mg/dL. B 951 0 A, M FL 5N A
AEANE BN »

u 5)=0.2 /v/3 =0.12 mg/dL
D.4 & FURHEATE BE

FH A A28 B s EASOR ) B B A A 5N S N B TR AN %, W AR 3R

VR FEASTAD TS AR VR 22 (1) B O R VAN T FEAE = AN /U T B T

-

£ 10.1 mg/dL A: ua=| 2+ 2 =+0.092 +0.092 + 0.122 = 0.18 mg/dL

7£ 13.1 mg/dL A: uw=[ %2,+ 2% =+0.082+0.122 + 0.122 =0.18 mg/dL

9z

£ 203 mg/dL A: us=| 23+ 2% =+0.092+0.182 + 0.122 =0.23 mg/dL

D.5 9 RN E JE
AR B IR LA AR B R Z Y A E L, B SHE T k=2, W A E
Eus= x =2 o E=RMERY RAE 54 RT3 D.2,
®D.2 I RAAEE

EHE K PR AN E JE (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

11
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