|CDBEFRXE L FATHSEALTIREL,
NS RES

*k 2025 % 6 AKET (3R
* 2025 % 1 BEET (B 2hR)

SLEIRSEEEES 12E1X80009000041
Alinity®
M&RBER 25-  FOFE2=DFv k
25-OHEZ= D « 77 Rv b

(£RHTGER

* RN ZHHITH D . TN IO BCER LEWn T &,

- W, MBI B MR B RIE IR IS H DWW TR B RIS BT
TBHIL,

s AFICRE N RIS > THERT 2 T & AEICREEE N
R % K OREHEHRLSN T ORI DV T, AEERROEEME
FORAE L73W,

< ARETHAT ZHEHICE. © PSR DEEN TV 20N H
D, BROFEMDH 2 DTHERMEDHZEDE LTIO S T L. §7F
i, (RR-8EE (Fv FOBR)] Fid [BE-BE RMELHER)]
ZBRTBHT L,

c ARPETHMNT BEEEICE, REFFIE LT LT FU D LAEE
NTCVBEDNDH %, o THRINCANIZD KFICFE LIl
& AKTHRICHRDR T FDICEEE 21TV, BEDDNUIERDOT
YTHERZIBHT Lo dflliE, (R - BEE (Fv bOEmR)] &
& [B% - BE BFAER] 22T s2 L,

« fEH 9 BB D R L UHHHIHE 2 L <HATH ST %
i,

[FoiR - 18EF (Fv bDER)]
@5 VAN
- XA 78— F 1 7))L (MICROPARTICLES)
$125-0H €& 2 v D Y FE /7 a—F )UFREREREER F (ft
DEAEY) © MES #EEW {474 : ProClin 300)
« av¥a—bk (CONJUGATE)
TN YZ LER#K25-0HE 2 2 D (MOEEY) - MES $EliHk.
SRR R 7 IAEF R U T L)
« 7 A FFK (ASSAY DILUENT)
(EAGEY 7 T UEEER, EDTA, XX/ —)L, 8 7=V /-1
FI7 2LV Z)VRVE; (ANSA). SmEPER]  fR474 © ProClin 300)
OFL +Y H—* (PRE-TRIGGER SOLUTION)
R bk
O RV A—* (TRIGGER SOLUTION)
(€A=2 17BN I AZFN)|
X LU MY HA— bYUH—IFAFP- 7Ry b (KRFS
22300AMX01224000) THERE NI Z @RS L LTHVET,
Alinity i ¥ A7 LHZTHEHL 7280, JIFED Ot BRWED
BLEEW,

(=R B/

M5 msEho 25- € RadFo e X 32> D Ol
CRIERE)

{b2Ereesuseiiliert: (CLIATR)

[ FLDEFEE]

(1) AEABOME. HEGE

1®RiEE

Ay b TERORKREIENG 5T L TE B,
{BOMBHORKIEDIRME . A%y b THATESC L EHALTY
U,

jd

Vit D 250H
08P45
G06675R04
B8P45J

LRENE PRIME
Ifgi§ 1
L5 A D
i EDTA-2K
EDTA-3K

VAU 2l NURVINN
AR UFT L (B
AN Y FT L (AESEERIA D)
* o b MMER ML OEIKIC BT 2R b OMWRER M SN TWix
(A

< BAROFUEFEFZHH L TV 256, MENTHRENS C & TRlERS
RIMEDITIZ B ATREMEDN D B 6

- BARE. MIROREEZ KT 2 EEZ R 7272 VWO T, JEDBICIE.
MAPARFEICGEH I N TOSEHOMIATH S L2 T 5T &,

REDREM

LU LR T &,
< EAL TSI U 7otk
o =)L LTk
« F UL VAU TRk
- IS MG RDGED BN S5k
- BEEFHGAE U TRk

- IERERMEERZ1S 5 12 MG K CIARERIKIC 7 « 7)) > Rk,
ZOMDAENHEENTOVERNT L 2RSS T Lo HUREFS 1M
IARRAIC X 2182 20 TV 5 BEOMERIKE, Sy
HLTWEWED T 0 T UG ENTOAARENEDD %,

c BRIRBOTBGZRG STedd, B TOERY hEZBEXY hFv T
T 5T &,

R

< BB OEICER L CTld, RIS ORLE cO BRI ICHES T Lo
BN K 0 MERA D S 2 0B L 72720 Tld, Bilk& LTI %12
TR THs,

s BURICTEN RN L BT T B T &, 1AM D 2 5E 3 IIERNC T
HERIOBRLS T & MAKBOERER STzdic, Bk &ICH L0
BzfiHT s &,

IEERERS R 2135 728D, ROMARIGHERICHEE LT 22 &,

< T 7V, SRilEK, ZFDOMOREY G

E LT 07V, RIUER, ZOMORBEYINGRD 5N B HGEE. R
DEET ZAMC, KHORIVT v 7 XA F—Z M50, 10 [EfEES

LT LICKDIBIITEC L,

RIS LIRS THER T %,

- BUSERUA, BRI B RTICTERICEEdT S 2 &,

o WEREEME U 7ok, EDORILT Yy 7 AIFH—E WS, 10 [
HEfild % 2 LI K D TMCiERIT %,

- ik DR THERE L. BIRICAR > TW A AR, HM—Ick3 £ TR
g %,

s BAD TSR E N TORWG S E LW S N0 rTEerE
hH 5,

- BelAZ IR O S %,

FRAR D FE 07

s BRI LF 2 — 7B L, 27a< &% 30 000 g-minutes Ciabiingg

T %,

) Abbott



« T OHAEZ i 7o IR D BERE R & ARhE D) (RCE) DA B DED
B2 LA RIS
ORI RCF 2 Cic AR OFHRATHING 5 2 LN TE S,

Sl () = o000 gminutes
RCF
OB () RCF ( X g g-Minutes
10 3000 30 000
15 2000 30 000
20 1500 30 000
RCF = 1.12 X rmax (rpm/1000)2
RCF - Ja Do BRI AR 5 N B AEEE O
rpm - 1 3fd 7z 0 O — 2 —ElfizE (ISR LETT

VEIVERENTOEEE pm THB),
JEOLVTBERER - s Dy BRI O — 2 — D [ElfiE A H IO RCF 721
rpm ICE L TH S0 Z RS 2 X TORE &35 C
Lo
I'max - SUA=RMVERLIEO—Z =0, F I HHATHX
Tr— (BGEEERES) DA 258, F
£ (rmax) ZHADTHEL (HAIIY X—F)L), RCF
R 5 0END 5,
RCF (X g) &iDvorifiiei (0)) 72 3 U T BE DAL,
AR, 2T IV TE IR E SIS LIEIC IV B,
NEEEED & NI L EETIE, TEEZ S KRV Bk
DIHZTIT B

g-minutes -

RIEDIRFRM
4GS T REREEIE  Zoft
i /e =il 72 1K i TR REZ VI 2
HMA2HEE. miEEk
(R IMEED B I, FRifnBR,
TR ZRE T A T L,

2~8C 12 HFiE 2 ~ 8 CTHRIFRER M
MzBz 2550, ik
FiimiED Sk, SR
Bk, FrEEfIZBRE L.

WS ET BT L,
MEHEZ 20°CTRE 1 FREELTE, €2 32 D REM O
BHLNEM - LOWENDH S, | T OB Rk 1 FLLEZET
BB LDOWEND B, 2

4 [ B2 5 BUISRROBR DR LIdT 3 C &,

TRIEDEHREM

R A & ORI G Lic s, RRa1TS T &,

sk MIRDPESRATITHED T &

(2) WEME - hEFH

T IR LT =R IERENRHITH O, SR TR 2R RS

BEDDH %,

F5hE

INAITEEL

CLSI /A K54 > EPOT-A2 IZHE> T AF v FOHlEEIcwER 5

Z B ARENED S B2V EAFH L 7ze 3 W (%20, 30, 40 ng/mL)

25-O0H U X 2 v D LY v IV GEa RN Uiz, &9 7))V

WE L, MRS > 7L ERIERTRIN U IS > 7V OREER g Lz, 3
Bt e B 7% (%) Po

e TREE M~ B 95% CL2
fagme) ey 30 mg/dL -1.7~1.5%
Ry ey 30 mg/dL 1.4 ~3.0%
NEFBEY 500 mg/dL 9.5~ -4.8%

L S AA | 12 g/dL 4.3~ 4.4%

R ZVETAR 500 mg/dL¢ 100 ~ -6.6%
vAFY (EXIVB7)  30ng/mL 2.8~08%
aLATHE—)V 500 mg/dL 3.7~ 14%
VYR FHT 800 IU/mL 23~ 16%
AV S S TN 1 pg/mL 2.7~39%

a CL ={3 RS
b
% (%) = SRR B} - TR > 7 VD P 100

WA > 7 )V DFEEE
C RIS A RIEEAH 500 mg/dL Z#Z % A HEEAND T
B BNTz, WK 20, 30, 40 ng/mL O 25-0H X 22 D Z#ELH
Y TIICIRRE 800 mg/dL D U V)51 RERINLIGEDNAT
AlE, ZNZFN-138%. -102%., -175% TH > 1zo CAEERDHIEZE]
HELEDFE #BIHTZC &,
Z DD NREPE
CLSI /1A RS+ >~ EP09-A3 it > T Whmds & OB 8 Ok z G
fliL7ze TNODMKICEHEENZMEOMEEZITENEEZLNDIR
woax v IS5 T 0 —2 2T LAERGHE (LC-MS/MS) EARFw b
OREMmE ik Ui, 4

LC-MS/MS JEJEHI /84 7 AD P

K73V — n (ng/mL) (%)
s (90H) 40 59-432 4.5%
b () 40 12.4-488 2.2%
i (#210) 40 104 -44.8 0.1%
BT 44 41-61.2 -15.3%

X BENTEREORIKIZ. #H5025-0H B2 I DllEF Yy McBWVT
LC-MS/MS & D HARWMiliZ RS L DL H %, S

RERKE

CLSI /A RS54~ EPO7-A2 IZfit> T, AF v NOHIEMHEICHERE S 2
BATRENED B 2 LU F OB 23l L7z, 3

et P (ng/ml)  ZSFERSTE (%)4
25-0H €43 D32 20~ 40 98.6 ~ 101.1%
25-0H ¥ % 3 D2b 26/68 80.5%/82.4%
EAIYD3 (ILiy7za—)l) © 100 0.8%
C23IYD2 (T)Vdh)y7za—)) © 100 0.4%
C-3-TE 25-0H €% 3 D3¢ 100 1.3%
C-3-T¥ 25-0H €% 3 D2° 100 0.8%
1,25-(OH)2- €2 2>/ D3¢ 100 0.1%
1,25-(OH)2- €2 2> D2¢ 100 0%
24,25-(OH)2- €23 D3¢ 20 101.9 ~ 189.2%
24,25-(OH)2- ¥ % 3> D2¢ 20 714~ 114.2%
Paricalcitol® 24 0.6%

a 4R 20, 30, 40 ng/mL @ 25-0H €4 X D3 23 L&Y~ T Hic
REE 2GRN U Tz

e (0 SR fiE

KRS () = — a0
b k3w McHIF B 25-0H ¥ X I D2 O3SERISHEZ, AREOE &
YD &L (MIRL) miEsAZE O TET Uiz, Milk% LC-MS/
MS Z W THHI L, 25-0HE X D2 BXU 25-0HEX I D3 D
TR B U7z, LC-MS/MS % W =& MifkdD 25-0H ¥ % X > D3 jifs
13, R R LoQ) AiiTtHhoiz,

25-0H X2 3D 2k (h+v k)

Ay %) = X 100
SRR () = — e %<5 D2 (LCMSAVS)

¢ YEREHY 20, 30, 40 ng/mL ® 25-0H EX 2> D BZLEY > i
REINE TN U Teo ARG PEDRIPH F T2 1R & b - T il R,
Y > 7 )V O — I > TV O

SEGTME (%) = 100
AR (%) T, %
4SS RSPEDY 0% % il - 723 Ald, 0% & Lz,

(3) Zmfth

AFy M Alinity i AT LOETH D, FllE, Bt BRVWED
LRI,

(% - BE (&FHD)]

(1) HEOREAZE
BRI ZDOEER B,

) Abbott



(2) BEZRE - B4 - ABE

s AFy NHTvEAT AV

+ Alinity 25-OH ¥ 23X D+ F+ U7 L—2X (Alinity i 25-OH Vitamin
D Calibrators, #/##%5 8P45-CAL-01, REF 08P4501)
(E&THEY -V VEERER, Hr MUY A e i, 25-0HE
Z3ID {54 : ProClin 950, 7 I1bF b U W L)
Fv VT L—XDREZL IR,

IR
R (ng/mL) (nmol/L)

30mL X 1 00 00

30mL X 1 40 100
30mL X 1 100 250
30mL X 1 30,0 750
30mL X 1 750 1875
30mL X 1 160.0 4000

s JEDARED & 2 EFEAELBERS (SO  International Organization

for Standardization) DMEICHT BN EDERFDH A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) IcHEDWTHIHLT, 6.7

KITRUTeF ¥ ) 7 L— X OHEERAED & OHEE fEIE A2 E T H
D, WRDOEEMHOA NS FIHARERSEE) LI TR S
Tric& D, WERROBARNEARMEN S ZHINT 5 ENTE S,

NIST SRM 2972 Jpz* HIERMEE (k=2)

FrU7
ng/mL (nmol/L) L—% ng/mL (nmol/L)
@IS IS

334.77 + 1033 (8356 + 25.8) 40+ 0.185 (100 + 0463)

10.0 £ 0.309 (25.0 + 0.773)
30.0 + 0.887 (75.0 + 2.218)
75.0 + 1.990 (187.5 = 4.975)
160.0 & 6.414 (400.0 + 16.035)
¥ BEOREN XX, K 95% DISHHE THIENSZ HN—F %728
DINEFINT IR NN S TH S,
+ Alinity 25-OH €2 3> D+ 2> ba—)b (Alinity i 25-OH Vitamin D
Controls, #57%5 8P45-CNT-01, REF 08P4510)
(EATHY -V VEERER, EF MY YL, e i, 25-0HE
Z3ID {#FAH] : ProClin 950, 7 I1bF b U L)
I b a—) VOB K OB HIEPE & DL NSRS,
WEE P bl3iss P

[conc] [RANGE] [conc] [RANGE]

A& (ng/mL)  (ng/ml) (mol/L)  (nmol/L)
80mLx 1 200 140-260 500  350-650

80mL X1 400 280-520 1000 70.0-130.0
[contrRoL]n] 80mL X 1 750  525-975 1875 131.3-2438
FEAEICGHKEN TS O Y b —)VOEHEIZ T Y MEERNT
Fa L, BEekE UTOBEMFPHAZ R LD TH S, ShiRicE
W, A E N TV R EHFIPAONMIT, s X U5z
ISRV EHIPA A RET S T L AT B, Y HHIPH A E
T EHDICEEIANESELHEANE L TR TFHBFENS,
cFyUTL—vav cayra—iay k Y B
cFyUTL—&ov k- R
B CEDaY va— VT3 L ETES,
© WM RRRENR (Alinity 1 2 A7 LH. 7T MUY LEETS)
AR ORISR IR g HSIS DWW T, i3 2 s OB E % S
Wyzck,
AT F VAT EIEEIITDOWTIE, i1 2SR Ok E %
BT B &,

(3) RIEHBRDBRIEE

WD TREZITI RIS, RFEY VAT v AT 7 ANV 2RI A VA
r=ld 32 L,

ToEAT7AINDA VAN VHEBXUTT v AT A—2DE
TRy BHEFTEOFEMC OV T, [T 28EONEEIHH 22T %
Tk,

7w AT A—=ZDHIRNTOWTIE, i3 22 OBIGEZ S
B3z,

AR DOBAEICBET 25ENC DV TIE, 9 2888 OB & 2 S
5L,

BunZi

7wl AINT AR [REROHL) 2GS 2RO T B,
Zeftea

IR (WIHRGEDHAD X 2R = IR CEHR DD
HIRE DHAL ZEHRREL ZE % D HAT
ng/mL 2.5 nmol/L

(4) AE (BE &

L Fr VU7 L—% Gk XMk, 7veAmfik, a>yar—
b, A= FT 4 7)V7% 1:9:5: 5 DEGTHHAL, UFDE
BOKILEE S,

cF XU T L= UIRIKICT v A BRI, <A 78— F 1 )b
ZMAIEE R %,

caAVYV A= MEMAKEE %,

* RESWZRES, 7L R A— 100 pL ZHIZ G S © 5,

« FU =300 pL A, RIGEBRMOFEE (EK 400 ~ 500
nm) OFCHERET %,

2. FY VT L—ROFEGREN S 25-0H U R 2 D JIE L 5 ERgD
BRI RO ENEED AT —ICEHEI NS,

3. BUIADIO g, HEO X T —ICRET N TV S REE & g
T3 LIicko> T, Mfkhd 25-0H B4 2 D gz R 5,

BIEZE

WE FMEOFEMIZ 3 2 AR O BULFIHE 2SI T 5 C &.

CTEMIAT 2 =T E R TRIAT 2 — T &2 T 256, RIKED )

T 5T LatiRT 208N H 5, T 2HROIERSIEZ S
ERATaRaN
« IV OB T R NRIC T % Te8d, WIERAARTICY > VI y T
WY RROT Y TIVMA->TWB T L RIERT DT L,
s {2 T Iy T TORKLEREEE 10
TR, EBICHET 255
* FIEHALE DAEEY > 7))Vt 60 pl
c WY Ty TCENES 2SO EY > 7)UE 1 10 pL
Y Y IR R =V icty Mg SIERILIAICIES B85
* WIEIE DY > 7))V T 150 pl
s WY Ty TCENHES BFEOHEY > 7)UEE 1 10 pL
CEEEY VTV R—U v iy MME SHRIZEA TIIET 254
cH UL LY Y TN HS %,
cAEOFY VT L—EBXUCAY ba— VOB DN GIECDONTE
BT LT L,

« R EIROREEIC OV T, T 2 RO Bk IE A S
ERC R

c ELOWHPERSRZS Z 72dic, (T 2 EEROTUREIHEICHE > TH
WNEA YTV AZITO T & MROHIENL OHEBEZA Y TF Y
AEEDTODEE, UHROFIECHES T &,

RIEDFEIR

25-0H €% 2> D OJIEMEA 154.2 ng/mL (385.5 nmol/L) Zi#Z %

Mk, "> 154.2 ng/mL" > 385.5 nmol/L) D7 T I NWFEREND, T

ORI OV TR TR ZHOCHERIET 2 N TES,

FHER

HESEZSIRGS 5 2 45

Y7100 pL I L THF v U T L—2 A% 100 pL s %,

F—Z— R O BE A R T E 7213 QC 2T T, BRGRE AT

BT &, FHUGREMGEH LT > DVIBEAS AT BT N, AERS

R LTHREENS,

) Abbott



TG RZ A Ush - F50&, MR 2 WG 2 sy e mm s
NI BT L, FRUIY Y TV OREMEAHIEHHO R 3.5 ng/mL
(8.8 nmol/L) KitiTH B, TORBIZME LxWT &, EWYIERIR

FERTHML, HET 208D H %,

TIROA —Z =T HEOFHNC OV TIE, [T B RO HHLIEE S

B3Iz &,

Fr)IL—vav

Fr V)T L= 3 VOFECOWTE, AT 2 EEEORRHIHEZ S

Bz,

Haryba—zilEL, FryVUTL—yaryEiiTSH T L.

—EE, BRRET: Uled vy ) T L— 3 Y ORERDEERICIREE NS &

30 HEIfH g2 BN TE%, COl., MlECLIcFy I TL—vay
EITO BT IRDD, ROGHICIEHF YV T L—ra v z2i1o,
HLwvay MESORMES Y NS 555

< a2 b a—)VOREMA, FSHER CTRE U7k S L O B pH &
Hncwsss

HEAEIC 2 U T AREE DB B D A > T F > AREI K L
Feat, Bry ) T L—ya v EREE T ZAHENEDND S,
mBEEEAE

AKFy FOBAEH Q4B Ckic, 2BREOaY M a—ILEH 1
[mET ST &,

iR O E T EHIHE ., RERIGAIEa Y ha—)VOREEENT
%o

FEMTEICH SV Ta Y ha— VOS2 RET 250, SREIC

mCTayra—)bogay ki, =7y Ml X OB~
HERINCEFDH S 32 b a—)VORIE T L ISR TRETNETH
%, ¥tH (3~5H) RN, 20 [ELL EORBEERTT> TESNHIE

EAERFANT, HESNZ S (Z2—57y M) LiZ5DE @) &

RAET R EDEND S, WY E R ZFRET 5 DICEE TN
FAEFER L U T IBIEF 5N,

O FA R

- ATy b

cFyUTL—%novw b

cTaky IV a—)v GRET B

- WER

— R S BROMEIE TS DWW TIE, CLSI AiA RS54 > C24-A3 %
ZOMD—NHENTVBHA RSB dsT L, 8

* sk OFEEEEFLTIED, KoMEcay ba—)IVERET S LT
HTVBREE. YIMEEDTFIICHES T &,

« Y b a—)VOREREEIER TED ERHPED SN TV A
. ELWHTERSREME SN TOERWATRENEN S % 728, & liisk Ok
JEEHTEHCHE o TS 5 2 &, Y U T L— a3 YA ERY
DB, NITTINY a—T 0TI DONTIE, (T %28 DHH
HEEZBRT ST L,

cHLVTY FOERF Y ) T L—XOMIH BB L KIE, a2 b
O—)LOHIE R & B 2R d 5 T &,

FHiR TEDzaY br—)bid, 8ETOH A BT A VRHEREFIHIC
Wo>THAT AT &, BHiRTEDI Y Fa—ILOREHSIHZICE0H
ENTVWZEIHIPAE, HETSEME LTERT T &,

T % 3> b a—)LORN—ZIEEHAFOFLHIS T L ClEb) Th %
TR 5T &,

BEEEHA RS14Y

FEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC
Practices’” Z{fifl 9% LW TE 5%, 9

TEREDIREE

AT N TV BHEEOMGLZ SRk T o BAO 7| b bicD
W, BEREUGRIED T v A HEDIGF 2SI T 5 T &,

(5) #&R

B

A+ M, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) %
HOTHFY VT L—a =T ZIER L. #RZHEINT %,
HLOZBIC OV T, (3) RIEMEBRDRMEE BAuDEREZBINT S
T,

739

WERRICE > TR T I IS T S TWERENZ AN DS, O
IKERENDARENEDH 57 T 71DV TIE. i 2 ¥ 0 Bk
HeBMT B L,

CAEEROHEE]

TTIWSR LI T —=2IINRENZHITH O Bilisk TlE a2 5% 1Y
LEDH %,

HUBSORHMEM OREIC I D E | B L 7= MERIPH A 3ET % T &
Mt CLSI A1 A R4 > C28-A3c Ift> Thiotz, 10

ERT—%

B (7T~9 ) BIULW (1 ~47) 1, BETZHEAD S MIEHR
ERBEN LUz, ©ZI DY TY A REERL TV HE5E IE 2 ho
50% AHETH > 1zo 2Milk 451 Bl Lotk 198 Hil. H% 253 il 575 %,
FARIZLL FOLMERHETZ LTS - R 20 laEHZ TV 5, s
RV T FEENIZ O, BEUERTOBEEN L0, RN, B,
3L AT 10—V E OB IEEEN RV, BHHIRZ LTWiEw, E
ETHBEF LTV, 5o RiVy L EUERIP © 8.4 ~
10.2 mg/dL), V> CEMERIPH @ 2.4 ~ 4.3 mg/dL). A > %27 MaElHIR
BiRVE Y (EMEHIPA © 10.0 ~ 65.0 pg/mL) OJIEEASIEHERIPH ) 5
WNTOBMIKIBEDRS D SERI Uz, $5RELIRIRY . (Y447 —
Ric kD)

25-0H €% 2> D JlEH (ng/mL)
25 97.5

K=t =t <20

i MERl n TAME oMl s BR XAV ZA)LV ng/mL
B2 G 232 211 209 59 386 95 352 43.1%
Bt 146 236 230 96 386 122 356  28.1%

o 86 169 167 59 282 81 261  68.6%

£ 219 142 139 55 322 66 255  85.8%
B 107 162 166 59 322 72 273 76.6%

Pk 112 123 113 55 257 65 205  94.6%

Ltk F 451 178 173 55 386 75 331 63.9%
Wit 253 205 203 59 386 84 351  486%

ek 198 143 142 55 282 68 253  83.3%
BAT—42
HH (4~ 10 A) BXULH (11 ~3 ) . #EKRAD S MiEHRA
TR 7z $REORARIE T AV A L0 3 DMK (6, FEEs.
HED KoL TR0, NotdRERe AaRBPHERIK30%, A
7 TUARTAVAN, BARZw IR, BANTHoTz, Tz, EX
SYDY TV AV MEEIL TOSHEREIE 2RO 50% A TH - Tz,
A 283 Billd Lot 141 Bl B 142 Bl 5752%,
BRIELL FOEMLZHEZ LT WS EBRA 21 A D 90K Th 5,
2000 UL EDOE X I Y D flifZ 7> TOAE, BRER ) 7 F MR
B, EZ 3D ORI (3L A7 a— Loz #Ed % KA
EX2IYDOWRINICEEET 2T ENMENTVS) PR (v h
A, Va2V F a4 K, HAART (AIDS iGHE0) . BB GHIHIRNE
RV DORLERET DT EMNONTND) IKHEETLEIND
AN DR G722 TV BERIE, B AL, MaLATH—)IVERE
OB, @RI 7213 )V > 7 LERER B O R IED
EW0e B, TR B, HORAR. RIFIRIROBEEDN R, Z ot
DIFHESEEN TR TADADIREIEN T, MEHESHE Tl 2521 C
WisW, SO AV I GRYERTPE @ 60 LA T 2.15 ~ 2.50
mmol/L. 60 j%i8l& 2.15 ~ 2.55 mmol/L). HUREEREERIVE Y (Bie
HiPH © 0.35 ~4.94 plU/mL). > &7 MEIFIRER)VE > CEUERIP
15.0 ~ 68.3 pg/mL) ORE AN FHERIFH 5 4 T 2 RIS TR
KO LRI LTz, $ERZLINICRT, CYttT—RIc& %)

25-0H ¥ & 2 > D fil5Efé (ng/mL)
TEE A DI 95 % 72 S T @

=i n P fiE [NEE |- B
S| 129 16.8 6.2 455
=L 154 193 70 532
E(N 283 18.2 6.6 499

a JEMESROHRR 95% 2 G TR, i+ 1.96 X SD TH %,
MEHDOE X I Y DIEICDOWTIE, D7a< &E 30~ 40 ng/mL (75
~ 100 nmol/L) HMESEBIEHIPCTH % & DMENH %, 11

HARNDW AR, HABREES, BT IS Ha s IR TR 3
BIVE VAT ICBT 2 EMAINC I 2V D AR - RZ
OYERREHCE, iEHO 25-0H €4 2 > DA 30 ng/mL DL 1%
Y23 DeikiE, 20 ng/mL LA | 30 ng/mL Kifie ¥ 2 X 2 D E,
20 ng/mL Aiii% €% 2> D RZ LT B HEHEDWENH 5, 12

) Abbott



HELDEE

BRI VD2 DMFTREICEIDEXIDDS BRI D2 HMESA
EFHORIET, WEFEEMEERMU FTH - 2HE1E. LC-MS/MS
7% EAMORE I -V THEMZ #ERE L Th B Z D% OEE i %
PETBT L,

C MERSRIE, SR, OMRERE. BRATR R E &G TRAMIC
sz &,

< ARFy b OWEBRDERIT ISP IET 256, BIMOMEZTTS C
LT %,

c UYFE/ I a— )ik E W ZEENC X B2 K OTEERE 2
7= EOMARICIE, HARA (Human Anti-Rabbit Antibodies : #1774
Fr M) BDEENTVZARENENH S, HARA ZETHifAE 7
FE/ ra—F Ik EROTWSFy FTHlE LTSS, IELWH
EMDMG SNV HTEEMED D 5. BMIEITIICH Tz > T, O
PREL 55T EhH D, 13

- b MMEF ORI, ER O a7 ) VICKIG L, in
vitro DAL T A EBER 525 LhdH b, HEMCEE
YIS RIC S 5 SNEBHE TR, TOXI BTz 5
BENH D, IELOHEMEMME S N WIEEELN S %, HiEITS I
Hlz-> TR, MOBEARE L 52T ENHB, 14

c DURF R, BREEPOgEsTa T VIS U, invitro DA L/
Tl A B 525 eNH 5, ZWiZITOICHTz> T, D
TERMREL 55 T ERH 5, 14

+ 500 mg/dL Z#AZ % MU TV T4 Rk, AFy bOWEMIC TS
DUREMED D %, BEER) 20, 30, 40 ng/mL D 25-0HE XXV D %
BTV TV 800 mg/dL D RV F V)5 A RERMLU S
DINAT AE. FTNTEFN-138%. -102%. -17.5%TH> 7z,

© H OSSR ORIA TSRS DS G, FERFERK G C D
5 %DT, MERRICIED < ZWHI MO R DI RAER S 2 Z % LT
a5 L,

(-

CTUTRUIe T =2 3RENEHITH D . SR TR S HRZRT
Bahd s,

o FIRESEE (BREFTREEEE])

Em N LoQ) BXRUMHMRA (LoD) OREMRT—ZDHIMN S
B U 7 e s GRS rTRERIPR) Z2 LU NIC/Rd, CLSI EP34 1fit> T
W5, 15

ng/mL (nmol/L)

T SIS 2 3.5-154.2
(8.8-385.5)
i BRI i b 154.2 - 308.4
(385.5-771.0)
R AT REHIPH © 3.5-308.4
(88-771.0)

a s RAEHRIP (AML Analytical Measuring Interval) (&, LoQ ~i&&
FBRTH B, ERHERE, B BB KT 7 AR
Ay S OPEREFFARINIC H 2 PEMEFIE (ng/mL, nmol/L) &9 %,
b FBEEE (EMI: Extended Measuring Interval) (3, & LR~
B ERXTHRERTH 2, RTEWIREEE 2 fFL Lic & iz R
LT3,

¢ W5 nIAERIPH (Reportable Interval) (&. LoD ~#RUIERIFHO_HBRT
%,

IEREM - BIRM

TR PR

MEtid CLSI 414 R 1 > EPO5-A2 IZfiE > CHiToTze % 1 1y O,
FrUTL—&, arbo—)Lz{ERH LT, #&H 1 5THREZIT> 7.
3floar br—)vBEXT 5 Floe ik Lz 20 HEICED 1 H
2, i et 2 EELRE, 16

WENFEBE MR Bt
gl BHTREED) (B
YT n (ng/mL) SD %CV SD %CV

avho—)LL 119 20.6 0.57 2.8 0.67 3.3
avbha—)lM 120 39.8 1.42 3.6 1.84 46
avhro—)VH 119 74.6 2.46 3.3 2.83 3.8

TIE N P B itia% N B
S (DHTREE) ki) @
Y n (ng/mL)  SD %CV SD %CV
AV 119 5.9 0.33 55 053 9.0
I3V 2 120 211 0.63 30 0.74 3.5
83V 3 118 302 0.78 2.6 1.05 35
233%L 4 120 1078 5.21 48 6.06 5.6
AT I 119 1494 10.38 6.9 12.33 83
a WIENEBIME, EBEBIE. HEEEN RS,
TIRE PR Jitiag N B
SR il (BHTHEED) (RaTFBIME) @
YT n (nmol/L)  SD %CV SD %CV
ayra—)VL 119 514 142 2.8 1.68 33

avho—)bM 120 994 3.56 3.6 460 46
avbho—)VH 119 1864 6.15 3.3 7.08 38

AT VI 119 14.9 0.82 5.5 1.34 9.0
I839b 2 120 52.9 1.57 3.0 1.84 35
NIV 3 118 75.4 1.96 2.6 2.64 35
839V 4 120 269.5 13.03 48 15.15 5.6
AT I 119 3736 25.95 6.9 30.83 8.3

& RPENEBIE, HUERESTE, HAEMBIZ ST,

sk FBIME (Reproducibility)

2 1y hOREE BER 6 BTTREIZTT o Te. 3IREO Y Fu—)L (LM,
H). 1o szob, 2 flomi Sxovz, s 1 GicoE 3m, 4
B EL 4HMEL, 12 LORER IR ZE, KEMEZTY b
[E SV N

g DFTRSIE  MGRPIEEEIME S TEEIED
YT n (ng/mL) SD %CV SD  %CV SD %CV
aybhe—L 126 208 057 28 148 7.1 148 71
aybo—LM 126 412 094 23 235 57 246 60
aybhm—JVH 126 757 180 24 517 68 517 68

VA SI78| 126 19.2 052 27 1.36 7.1 138 7.2
A N ) 126 29.0 072 25 1.84 6.4 185 64
JAY 1IN 126 69.6 178 26 427 6.1 427 6.1
Vi DHTRIE RGBS mEED
BT n (nmol/L) SD %CV  SD %CV ~ SD  %CV

avbhu—)lL 126 519 144 28 372 72 372 12
avbhr—)PM 126 1031 236 23 589 57 615 60
avbho—)VH 126 1891 449 24 1293 68 1293 68

AT VIt 126 479 1.30 2.7 338 71 344 12
AT Y 126 726 1.81 25 463 64 464 64
AT 126 1739 445 26 1065 6.1 1065 6.1

@ i NI BHTREEE GADENEEIE A EE Sz 5.
DB, GHTRSE GUEEATEBITE . PRI, AR e
T

AIETHR

CLSIHA FF A Y EPIT-A2ICft> T, 3By FORELIT 250D
sz L. 3 HMLLRICHE Y a2 1T o7z, LoB (75> 7 LR,
LoD (#HIFRSD. LoQ Gkt FH) OfekfizLl Fcrd, 17

ng/mL nmol/L
LoB? 24 6.0
LoDP 35 838
LoQ¢ 35 8.8

a LoB B aDy > 7))V 60 [ EflE Lz &ED, 95 /58—t
ZA YT ZHEETH S,

b LoD MBS > 7L 60 B EHIE Lz & 2, 95%DISHHEET
HETE2RINEETH S,

¢ LoQ I3 fiigy > 7))V % 60 [l EfiliE UCHEH L, mEitcsnT
CV 20% 7l 7= 3 i/ Nl & Uiz,

EiRE

FEHE CLSI A1 RS 1 > EPO6-A ICHit> Tiio 7z, 18

Ay ME 3.5~ 154.2 ng/mL (8.8 ~ 385.5 nmol/L) i TRt
ERT,

) Abbott



ek

Kk e

Kk o

Kk

ek

TR SRR AE
- CLSIH A R Z 4 > EP09-A3 I fit o THiat 217 > Tz,
Passing-Bablok 1% H\ 7z, 4

EPEYSRFNES

FHES
¥
1.00

U E IR
-1.05 100 52~1269
(-2.60) (129~3173)

B n

Alinityi A7 L [  ng/mL 138

vs ARCHITECT (nmol/L)

7oA —

+ CDC (Centers for Disease Control and Prevention) %7zl N> b K
IC KB MEME DLt ZTT o7z, TOREMIIH 25-0HE X I D
ZHET 5L UTREEED @O E ENTO 2 FNATIR - ik
0x ~o5 7 — 22T LRV RS RS (D-LC-MS/MS) TSN
LDOTHBo 129 BIOMRADHERAE R, MR r = 099, [Hl)F
Efd y = 1.02x - 099 TH o7z, [Hl)i/5i%ld Passing-Bablok %%
Wz,

REAOEENE

Fy )T L—x a¥ba—)VOREEF, NIST SRM 2972 (National
Institute of Standards & Technology Standard Reference Material 2972)
IKHDNTWN S,

(R EXUIEER L EDEE]

(1) kWL (BRERALE) DFE

ER ANE T 2B EICIE. € MERB KT/ IIREER

BRI OH 2MENGENT VS, FHld. [ - 8EE (Fv b

O] £72i3 (A% - HE (BEAHD)] 22952 L, el

KWE E T 3N DN e 2T L0 T & BT %k

BIHSNTOEVINTO L MHPREISTBERNC AW EN B B &

FEAT, INHOMEIE, b MR, BENEREEIERE N

H#EMNIE. OSHA Standard on Bloodborne Pathogens 2 fit > CTHUD 5

Tl BYMWEAEGTYE. TORVDHZWE. ERMEYEICT

RENTWEICOWTIE N AL T T 10 LNL 2, KT E, His,

MR & B DY) 75N A A A T T ¢ HE G 5 T &, 1922

Fry VT L—RICEFENSE MEIE HBs HUEREEE. HIV-1 RNA 2%

F 7213 HIV-1 HUEREME. HCV RNA B2, HIV-1/HIV-2 fifkB2 1%, HCV

kBRI TH B,

arbhe—licEENS b Mg iE HBs B, HIV-1 RNA &M%

7eld HIV-1 HisRa1E. HCV RNA B2k, HIV-1/HIV-2 HifkBEME. HCV

FUABRIETH %,

cARF Y FOWE TR, b MRKZED ]S #ikid, HIV, HBV,
HCV HDBEROBNDHZHEDE LTS T &, MEICHTz>T
& EROERZREY B2, EHOBK, JWEL A7 BITHEN
BCFREEML, £k BERy T2 V73 ThRNT &,

* ARFED IS THRINT A 5 AR T Vi S OIS
BRIV, BEDAHNEEMOT Y TEZRITET L,

s PUA—BTIVAVIEERCTH D, [EHICEL TR, AN E R
KELZD. BICASHRWK S HRET 5T L,

< AMIE THEMT Z3EBICE,. RERIe LT oM P Y LAEE
NTVW2LDONH 5, #fflld, (K - 8EF (Fv FOER)] £/
& (- BE (BFAR)] 2252 L, MLoEIc X VIEE

kK

ISREE

P302+P352 B 38 LIty © 2Rk TikS T k.

P333+P313 R R E T2 R N E UG L EROR
2/ FUTRZIBHT L,

P362+P364 IR E NI LB E . fHETS 25813t
zdBHT L,

BEEE

P501 | /AR EY) SE CHR S B T Lo

% EC 1272/2008 (CLP) %A 25 G344 Lsw,

ROAHS BT 2 fabehr SN, T g

TALF R LEED

EUHO032 Wil & O X O IEFIC DR X DFEET
B

P501 N / R Y T CHEET 5 T by

ROGRFFAIC T 2 G . FEEEEERT .

SO

=g AR =), AFIVAVFTVayEEES

H371 gz ORHDOBZN

H317 7 UIVEMEERIGEERC T BN

H402 * IKEEAECEE

H412 ARG8T X 0 kYN #

REXH

P260 SR/ LK) AT L—FERALIZNT &,

P264 B FE X <PES Tk,

P272 GRENTAERIEEGh O HE T &,

P273 BREAORUZ T2 2 L,

P280 PRAETAS / e / (RIS 2 BT 5 2 &,

[SREE

P302+P352 RIS UTeE T ZROKTHS Tk,

P308+P311 L BEEIFE L BOREDH 556« EhicHE
WIasT L,

P333+P313 MRS E I RENE GG Bii0#
8/ FYTrZFBT L,

P362+P364 HRENTLIEZIE . BT 5551008
BT L,

BEE

P501 | / B a Y 5L CHERT B T L,

% EC 1272/2008 (CLP) 739 23 51Ea% 4 LixW,

ROFMFHAUCI T B EBe FHIEEE, TERHEZRT : [ca[a]-[caL[F]

O

WCHEEOBNH ADFET B, WOWS BFHEHOER, R <A P — =
DRERIL. R MRERALENT £, Walb R UAREE  [oe ATNAYT TR, T PV L EAD
YIS 2 C L, H317 T UIVEFMEERIGERR S T BN
RO AT B9 2 ol i, e s EUHO032 ﬁ; t DR K 0 IFFITH DR ADFET
BERE
@ P261 SAN/ R AT L—DW AR B T L,
pP272 GRENTANERIMEEGh O E TN &,
BE AFNAVFT OV RGE P280 (RAETAS / IR / (RIS T B T Lo
H317 T UIVEFEER GRS T BN o
H402 % KN A P302+P352 KRNI LIt - BROKTHS T o
Ha12 RAREC & O Ko P333+P313 R E 7 BFBIVE U1 o s RO %
BERR 8/ PYTEZIZ L,
P261 SAN/ERR/ AT L—ORMAZRI BT L, P362+P364 IERENTARRIE, FHER T 2551V
p272 R ENTANERBIEE D B E RN T &, EITBHTE,
P273 BEINOt 2T 5 2 L, BEE
P280 RS / Gk / (REIRS BT 5 T &, P501 |V\1ﬁ% | RER Y L TSR 5T &,

) Abbott




ROFAFIANC BT B fa A F AT, TERRFHZ R

[conTROL[M|[CONTROL[H]

O

=L AFIAVFTVIay, TIF MUY LEEE

H317 T UIVEFMEER GRS T BER

EUHO032 1% & DT & 0 JERICHEIEDIRO A AL
%

REFER

P261 SAN /RS AT L—DOWAFRF DT L,

P272 HERENTAERIEEGN S S RnT &,

P280 IRAETFLS / R / (RIS Z ST 5 2 Lo

[GREE

P302+P352 RIS LIdga 1 ZROKTHERS T &,

P333+P313 BRI E RN EC TGS B2
R/ PYTERIBT L,

P362+P364 GRENTLIEZE . HAHT 25513008
BT L,

FEE

P501 |t / 2B i) 7 TR 5 T ko

sk FERRTIEICOWVWTIE (3) BELODFEZZIMT S L, Fie, BT —

Zy—k (SDS) WHZLARTEL B TSHTE T L,
BRT—2Y—1 (SDS) 1DV Tk, WA RY—HPKR—rtrZ—IC
BREOWEDELZE W,

FEERIETN DL R EOTEOFHNC OV TIE, i 2 Bis DUk
HEBMTZ L,

2) FERLDZFE
—RR R EIE
« (EAIIR 238 & 7 s Sz (i L 2 &,
v MNEREEEZS Sy FOEREECTHT LT &,
cfi—omy FESOMKTH> T AETEETCLELANT
Lo
DR
< REIIMERR T2 LT, RO F FREOICHIEAEIRML THL T
& RN DRI 2 By, 5 REERRAT %, XKISHO
FRZEMICUT, 515 RERERRAIT 5. SN H—FY v P DR
PUVNEBRIKICITEER K2R T ST L, A7 18—F ¢ 7)Ud.
HEHICERR FVOHZEICTERT 2 2 e Wb STz, TOXIICE
ML THELIRDEND S,
RO E LT, i3y FOREMICH BUMVF v VI
F v AND,
CEAMUZRHE— RV DIRENMECTOWABAREEN S 5728, 17T
TIRRET 1 REfE &, JaAH A % DZRFD,
A — MYy UEEE LT LES RS, @M ETTH A ATHENE
MH BTz, WLTIKET 1 FFE . JEHNHA 5 D215,
cAFy FOMBRIEOWEEZILGEND D, H—FV v IHNOR
HITTADEET B &, WA E U L frbn 3 Icitsio s [BHR
B U, IEUOIERSRDE S NI AEEMED S 6
SR O HWD OV OIS DWW TIE. i B BRIk %
ST BT &,
HEORE
CHFELRNT &
PAFIRE
KBIEH 2~8C

RERENE M7 Lo S

EHRE T CTRIRETHET ST &,
VTCIIREECHREEINT WY
Thho il —1r U vy
. AR ERMIC 10
M FLEREAT L, 32Tz IREE
T 1 HHRET ST &,

HEEE MGoRTIE 21 HM

Cxcaitis
% 2~8C

REMFHE 7 EorEgE

FHBIRET LTRIKETHET ST &,
SCIREETRIEE T
Tholcidh—rV vy
W3FEET BT &,
RO FETGGIT K B 1R
DOHLZEFE < Tz8, iEED
Fyw TR F vy T
BHEMH LN &,

FRERII ISR L E EHET 20, BV SHO L TR

179 %, S BEADEDO LIz Zd, FrLOHEy v /o3

ZPHSD, Tl EE2~8CTMHRET ST L, BWIRMNLIND L TRTEF

T 2atHIE, LTIRERMEDZD, EEDRER ML AT THEFET ST

LT S,

IR PR SHLD I EIC OV TR, (EHS B B O Bk

HEZBIHTH T L,

HENHIL

Fy VT L—2a Y TII—PRELRGED, aY ha— Vol

DVEHHIPHZ AN TV 2EE. MEPHEL TV B ATREENE Z 5N

%o BoNIMEMRIEHS E L, HEERTS T & BBICISCTH

FrYUTL—varE{THT Lk,

I TIY a—T 4 T DWVTIE, [T 2RO NI % 20

ERCTaRaN

Fr )T L—20%(H

c ZOFEEMEHARERRIATH S,

« 2 ~ SCOMELAM B D th LTcts, I <ICHEHIARETH %,

< [EHRGICEEROMCTERIRAIT 5 C &,

FrUITL—2DRE

- (EHIIZBZ TR LN &,

TRIATREE IO TR LDV E R
KREEH 2~8C FERMIRE T
% 2~8C AR E T B LW F v v 7T,

ZxEHADTHRIFET 2
&,
%X 2 ~ 8 COMRTE
WHTCRT T &,
Fr )T L=, BRIty FUTHSEONTETH, WEINT
WEWKE LT R I v F 7 ENTV3, EERMAH SN CDHED
SNEIRERMZBAZZ . KBRETOF YV T L—2EHHTERN
EHRET, BEMMIET v A5 A—Z L E— MBI N T3,
ZHE MR OREIC DV T, i 2 ORUNGIHEZ BT 5 C
L
7wt AR5 A—=ZDOHIRNC DWW, i3 % B8 OBk 7% 2
W3zcl,
Fy )T L—2OFERFIE
cFyUTL—x0ay hESIEZ. Fy U T L—ROMICHRE T
BN—O— REMAVWTHRET BT ENTES,
cFP VT L—RTF—ZOBFICONTIE, 9 23D B
BT LT L,
cFY V)T L —2DLF =X —JEB R UOERAD LY N IEICDWNT
&, T 2BER0RESIHEZSIRT 5 2 &
av bo—ILD#(E
- ZOFE EEHAHEREATH B,
+ 2~ 8COMMMFHIM SO LT,  ICERTTRETH %,
 fEF NSRS MCHRERRRT 5 T L,
av baO—ILORE
- AR Z A THA LR &,

CRAAIRE RO Pf7 EOTER I

KEAE 2~8T AR E T

FHE% 2~8C FERHIRE T #2E SO TRIFT %
Tk,
SLCTRIECTIRES 5 C
e
% 2 ~ 8 COIRTE
BN g T &,

) Abbott



ar ba—)VoOERFIE

c OV hO—VORERESTT BITE, RMVEREHEICLT, IV
O—)VL%Z 4§, a>vta—)VMZ 4§45, 3> ta—)VH% 41§,
TNENZYS T BMEDY VTV T R %,

O b=V OF =X —HEBXUERADOE Y FFEIC DN T,
T 2 BEROIHFIIHHE ZBRT 5 2 &,
FyUJL—%, av bao—Ibo%ie

. RO, Y. Fr )T L—a VAR ERIE S RV, O
Vb a—)UVEMRI NN S T EOBSRN O SN B EEE. Fv )
TL—20ay bu—)VhHEL T2 RN H %,

(3) EELDIFE

« MRS HIV, HBV. HCV HOBAMED & DOMAHET 2 -NDH B
DT, R, THEAHHREE EE NIRRT Y Y L (GAEHER
£ 1000 ppm. 1KLL RIRED £@37V2VT7 VTR 2%, 1
RERILA 920D IS K BIHEUE, b2 W0idA—1+ 27 L—7 (121°C,
20 LA ) IS K BB ZITS T &,

S KU BMAS R FERT 2 OCE. BRI OB X O R
T B KGR IES ORI > TIIT 5T &,

* FRSRFE SO ARDTRIN U 7o anic &, RIS U 7o T8I 22 WA TR L
TREC U T2 35 2 Pl CIRE M - 7214, & 512 0.1 % KA HE#E ) +
U LTSS E OTEY R aAI CTRE IS T Lo MR Y) R RS
H (R4S, 22l FRARE) ZEHALTT T L,

< AWE TS ZaEBICE, RERIE LT IMLF PY Y LAEE
NTVBEDNH 5, afflld, [FK - #BEF (Fv bOER)] £
& (R AE EAD] 2852 L, 7V FU T LI,
BYE. BE LS U TR DRIET Y R 2R T 5T LB BD T,
BT ZAICIE. KROKEHITHT T &, LREFEERITHEOM
DV, AT 2B OBEIE 22T 5 L.

(Brigi77&. ARhHAE)

Sk 1 AN
AFEF Y b 2~8C 15 {1
15;377 1 TL U OEFRL. ) A OISR B
fEAMRIE, SRR EN TV,
(G2ET=L i
CEEF Y B B %S 8P45-02-01 100 [EIFH X 2
CRATIS—F 4TIV 6.6mL X 2
caAVVal—h 6.1mL X 2
< Ty A TR 104mL X 2
(REF 08P4522)
e S S FS 8P45-10-01 500 [EIAX 2
A IS—T 1 )V 270mL X 2
cavYarls—h 26.5mL X 2
- 7w A ERE 471mL X 2
(REF 08P4532)
« FL R A=K 975 mL X 4
- hUH—H 975 mL X 4

¥ Alinity i Y A7 LAZTHAL 2S00, lFe b D7zt BRVE
HE T,

(EEXH]

1. Zerwekh JE. The measurement of vitamin D: analytical aspects. Ann
Clin Biochem 2004;41(Pt 4):272-281.

2. Ocké MC, Schrijver J, Obermann-De Boer GL, et al. Stability of blood
(pro)vitamins during four years of storage at -20°C: consequences for
epidemiologic research. J Clin Epidemiol 1995;48(8):1077-1085.

3. Clinical and Laboratory Standards Institute (CLSI). Interference Testing
in Clinical Chemistry; Approved Guideline—Second Edition. CLSI
Document EP07-A2. Wayne, PA: CLSI; 2005.

4. Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples;
Approved Guideline—Third Edition. CLSI Document EP09-A3. Wayne,
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Routine 25-Hydroxyvitamin D Assays; Influence of Vitamin D Binding
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*%6. ISO/BIPM Guide to the Expression of Uncertainty in Measurement

(GUM), 2008. www.bipm.org/en/publications/guides/gum.html.
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16. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
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