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< W, O REHET 2 M A ARIE RS IS I D WD TR IS HIT
5Tk,

ARSNGB > THET AT &, ABICHBE N
513 X CHEMR HUN TOMIC DOV TIE, JEEROGHENE
WERRE LR,

< ARPETHAT I, RERE LTV P Y LDEE
NTVBEDOND %, 1o THRLNT AN D IS5 LizHaic
. KTTRICVEVIRT O AEE 21TV, BEDHIUSERIOF
BTHEZITBT L, HillE. (R - 8% (Fv FOBRR)] 72
& (B - BE (BERD] 22T 5C L,

T A EEROE IR LB L CHIFAHEZ X SHATH BT %
2k,

(oI - #88FE (Fv FORER)]

Otk b

« XA 7 8—F 1 )L (MICROPARTICLES)
HiNT-proBNP &V I / & ti—F )i EREPER 7 (o 251
BIS-TRIS #&ffiifi. 2 > 73 7 EZELA] (7 > HK)  Tween 20 fR17AI:
7S RUT L)

« a>¥a—bk (CONJUGATE)
72 Y= LRSI NT-proBNP ¥ ZE / 7 a—F Uitk (ftho &
A0 MES $EfEi, 2 > 787 BZELAI (7 2 Hl)  Tween 20 {774
Nipasept, ¥Z7uFH )

OFL FYH—* (PRE-TRIGGER SOLUTION)

B bk

O R Y H—* (TRIGGER SOLUTION)
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% TLURUA— bU A& LUROME TERE NIz V5,

Wi7e4 © AFP « 7Rw k

HKERES 1 22300AMX01224000

BLEINTEEE TRy Y X SV AR

Alinity i ¥ X7 LHZCHHALZE WV, HlFfEb OfzdBEnahbe 2

EIAN
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M MmEEF O e Stk & U LRIRART T RFTERIA N 57 5 7 A
>k (NT-proBNP) Dl
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e FeesuseliEis (CLIA i)

(#RfF LDEE]

(1) AEFHOME. KUK
RiriE
AFy FCEROMEKIEZ LN 2 T LNTES,

MhDOFEFDORATEPRIMEIX, AF Y FTHEHTE 2 2L TV
AN

i PRIME

L1k} 175
UbERAY: =IDND)

i EDTA-2K
EDTA-3K
WAVEDE RN

jd

Alere NT-proBNP
04S79
471234R04A
B4S79J

« MR IRORER R 2 LS 25550, [ CHUgHERZ R 5 C &.
SRR L 7ok, 2k e bR Okl B B A
Fv b OBRRFHAI TN TRV,
 WIROTUREAZ M L TOW 256, MEDTEREINS T & TIER
RIMEDICTR B AREMED B B .
- B, MADREZ XA 2 WEEE R 72 00T, JIEDBRICE,
MADPAFICHER I N TV EEHOMIATH S T L ZIFRT S T &,
RIEDEMA
cDUMEER LGN &
- IIER U TANEIL U 7k
< T—ILV LMtk
AU RO
- IS MTHAYRG RN RS 5N S Mk
« FLEBEANE U TRk
« IEREZRHIERS R 219 2 128 i 6 X CIiSEkikic 7 « 770 > GRifEk,
ZOMDAAEMNEGENTOERNWT L 2RSS T &, PFilkEfFIm
FRVARRANC X B8 2 T 5 BE DGR, BsELRIc sy
HELTWAEWEDT 0 T UG ENTWSIHRENEDD B,
R OERZR; < Teth, VN ETOEXRY FEFEXy b Fv T
ZEHT ST L,
REDIRS
C BRIMEOMEAICER U TiE, HRIE O8E cOBUREIHEICHES T L.
FHEIC X 0 IMBRE H 2 0 BE L 727200 Tld, Wik LTI %icix
A0 TH%,
RKITIEN RN T ERTRRT B T L, DD BB AENENTICHET
ZEOERL T &o MUARIOERZY] < Tedic, Mk LTk L
Wzefifd s L,
IEMERNER R 2152 7e . ROBIRSIERTIC RO EET 5 2 &,
c T4 7V, ARIER, FOMO R E G TR
FEIT 4TV Y RIMER ZOMORNEMNFED SNBELEE.
D HEST Z AN, AREDORILT v 7 A F =50, 10 [alififEg
BT LICKDIEMT ST L,
BHERIKIZLLRICHE S THEfi 9 %,
- HESHUAE, IRBATS BRMICTERICRIRET B T &,
« BESRMR U o MikiE . GEDRIVT Y 7 A F = 0B, 10 [
9% 2 LI KD TICiERIT %,
- Bk EHHETHRL, BIRICA> TV &I, HM—Ick2ETR
s %,
c BRAED IR ENTOWZRWES, IEUWRRDMMG S sl bk
N5,
- WAz RO EES
MR D 507
s MifA 0T 2 — 7 L, A7a< & 50 000 g-minutes Tl
T 5,
+ CORMEZR N 72 s 0o BN & ARG T (RCE) OflABhE 7%
PURISRY,
EOOGTBERENE RCF Z7Cic U F ORI RATHIT 5 2 LMW TE 2,
50 000 g-minutes
RCF

e/ Eb Do BEREE () =

) Abbott



PSR () RCF (X g) o Minutes ARSI LHARSPE 10% LU Oz
5 10 000 50 000 TRUIAZX) v 1000 pg/mL
RCF = 1.12 X rmax (rpm/1000)2 TVRAFEY 600 pg/mL
RCF - LGB B BRI D, TYFEATIIU] 600 pg/mL
rpm 1 3BT 0 Dr—Z—[EHEE (— IO T T TyFATYYV 600 pg/mL
DRIVERENTOBEFZ 1pm THB), VZ = | 1000 pg/mL
OGBS - S0 BERRRT IS 1 — & — Dl #E AN A 190> RCF %721 ANP 28 3100 ng/mL
rpmISEL TH SIGEZ AT 2 F TOR L35 C TIVEZURY T LYY 1000 pg/mL
o BNP 32 3500 ng/mL
Tmax YA MVTERLIEA—2 =04t 5E: HH7 2 CNP 22 2200 ng/m.
T a— (BLEEEEER) DOVEERT 25813, .
o N VRV 20 pg/mL
% (rmax) ZEDTHEL TS U A— R L), RCF Fey pg/m
BT 2 RENS S, NT-proANP 1-30 3500 ng/mL
gminutes-  RCF (X g) E3DAMMER (5 %7 U7-KUfo (L, NT-proANP 31-67 1000 pg/mL
BRI, Y TV T E GRS LRI B, NTproANF 7998 1000 pg/mL
IR A b NI RIADZL B TIE. HFE% & F OB Mk b=v 50000 pg/mL
DRI HT %o AR 3500 ng/mL
Rk DIRIFRME
: T oE =T (3) Zoft
FRYEFT = IR EA A 2l AFw M3 Alinity | AT LOHEETH S, EMEBIENEDELILE
ik / 4 20 ~25°C 3 HIE 24 WERLLAIC M 72 17

DIEROHIAZ, iEXx
FIMEED S I, ARImER,
DEERERE T BT L,

24 BRI LA JI5E 24T
birVkE, g E 7z
Wi E S i, FRifnEk,
DEERIERRET B T &,

20°C CHfE 7S Nz IR, RE 2 EMLETH -7, 1 -80C
THFRFE N MERAR. BE 1 EMLETH > e, 2 Hifs R
WIS R 723D S . FRimEk, 2EERIZERET 2 &,

3 A2 A % SRR DK LIBT3 T L.

IRIEDEHESM

PRI AR & OIS WS L Tc s, RRETS5 T L,

(2) HEWE - PhEZH

TR LTe T —2FRENRBITH O . Bl TR B 2R~
BENH B,

F5mE

S5

MiEHE CLSI 414 RS54 > EPO7-A2 129> TiFo oo 3 SERIDAF Y b
DOWEMIC G Z 282l LTz, —MRINCHA SN TV 554 47 &
THIEZITo 72 TA. THHRIFZTRXTOHEAIT 10% L N TH> 7,
WE 25 A 2 kD & % K172 UK

Mt CLSI A RS > BPOT-A2 IfiE> TiF o7z, 3 NT-proBNP %4
EAY 125.0 pg/mL BX T 450.0 pg/mL 1273 & 5 1A L 7z itk
12, LUFORIEISH B2 52 2Rtk D d 2 EZim Uiz,

2~8%C 6 HIH

e HEEANDREE 10% LUT OREREE
ey ey 60 mg/dL
JHasRe Y ey 60 mg/dL
eAFy (EXIVBy) 100 ng/mL
aLA7Ta—)b 700 mg/dL
~NEJney 1 g/dL
IgG 4.7 g/dL
U FIRF 1500 IU/mL
e \oH 12 g/dL
b ZU+EFA R (Intralipids) 3000 mg/dL
RERIGHE / DR

REH& CLSI A1 RS+ > EPOT-A2 Ifit> TIFo 72 3 NT-proBNP 7 i
EA 9.0 pg/mL BXT 1250 pg/mL Ic723 K S Iz > 7L
B IS, RS2 R HREMED B % LU N OYIE Z I L T ARy
F OREMIC G2 550825 Hil U7z,

ke

kK

Ve
(R - B2 (&F5R)

(1) HEDREWSZE
FAREEZOEIMNN B,

(2) BELGRE - 8B4 - TAHF

cAFy FHT v AT 7 A

+ Alinity Alere NT-proBNP « &+ V) 7'L—% (Alinity i Alere NT-proBNP
for Alinity i Calibrators, #f#*5 4579-CAL-01, REF 04S7902)
(7 EaY © TRIS MR, 2 >R BZaE Al (v iR, v ay
Y > b NT-proBNP  {#17# : ProClin 300, 77 ¥{kF k1w L)
F¥ VT L—RORERLLFITRT,

i

B (pg/mL) (pmol/L)
30mL X 1 00 0.0
30mL X 1 120.0 14.2
30mL X 1 2200 260
30mL x 1 345.0 40.7
30mL x 1 41000 4838
30mL X 1 41 000.0 4838.0
+ Alinity Alere NT-proBNP « 2> k1 —)b (Alinity i Alere NT-proBNP

for Alinity i Controls, #5h#5 4S79-CNT-01. REF 04S7911)
(FEaaY) - TRISHRER. 2 /87 BHEELA] (T ik, vay
> NT-proBNP  ££17#1 : ProClin 300, 77 Z{tF kU w7 L)

I b a—)LOEMRIA L B LT ORERELITITRT,

33 EELit ]
At (pg/mL) (pg/mL)
80mL X 1 1400 910- 1890
[conTRoL]M] 80mL X 1 500.0 325.0 - 675.0
80mL X 1 5000.0 3250.0 - 6750.0
b33 PRI
e (pmol/L) (pmol/L)
80mL X 1 165 107 - 223
[GonrmoL[] 80mL X 1 59.0 38.4-797
80mL X 1 590.0 3835 - 796.5

) Abbott



FoABICHWEN TV A Oy ba— )VOERIIEIE Ty MFRNT
37x <, Wk UTOEMTIMEZR LD TH 5, ShiRkicH
WT, AFICHBE N T2 EHHEPAONMIT, FEMfE K TR R
ICB B EHHHARE T 5 C L2 HIET 2, bR B 2 3
TEHDICEEINSEHENE UTELLTHEFENS,
cFv)TL—vay caviho—iboy e pdEny b
cFrUTL—Zuy b - B
Hhisk CESDTzaAY ba—)VEHHTEZ L ETE S,
- Alinity i JLBMAT IR (A5 9P15-40-01)
« BEAHGEET (Alinity i & A7 LHL 7IMEF M) LEET)
RO BRI R R BRI DV TR, [EH T 2 B OBk 25
gz,
A VT TV ATREIRIEFIC OV TR, #H T 2RO A
BRI BHT &,

() RIEIBRDRIEE

WD THEZITS AN, AFy NHT v AT 7 ANV 2GRS A VA
F=dBT e,
TwEAT7ANDA YA —IVHEBITT vEANRFA—=2D%k
Ry ZBEGEOFHMICOVTIE, Y 2 BaOBEINE 22T %
p

7w ARG A= ZDHFNC DN TR, T 2 OIS 25
gz L,

FEAROBIEICEIS BRI DV TIE, [T 2 BRIl # 2 2
IT5T L,

BuDZH

7wl AT A=5 [KEROHNL) ZAEHT 2 HANCETE T %,

ZH

I (WIBIRGE DAL X ZEHRIY = s (ZEHMRDEAT)

FIRE DAL ZEREL ZE L DL

pg/mL 0.118 pmol/L

(4) RIE (B4E) %
L Fr VU7 L—% (e XMk v o7a =71 7). arda
F=tZ1:1: 1 OFETHEHL, DLFO@ED KSEE %,
cFr )T =R NEMARIC A 0 —T ¢ TV EINA, KIGEE
%o
c RESMEGREG, avYar— RN, KsEE3,
c RS BRE %, 7L R Y A= 100 pL ZMZ KIS E %,
« MU A —300 pL 2 inA. KISEROFE (B EH 400 ~ 500
nm) OFCREZIET 2,
2. Fy VT L—RDOREHEED S NT-proBNP R & 5t O BRR
DRD 5 NEBEDO AT ) —ITilEE NS,
3. MADIOLEE 2, HEO AT —ICREE N TS M & R
95T Lick> T, BilAH D NT-proBNP JRE 2K %,
HIEE
TEFNEDOFHIE M 9 2 B OIS 22T 5 2 &,
TR T 2 — T E TR T 2 — T BT 355, BRikEN 5
T2 T L2MERT B2RHEND D, HHT 2HEROTIRFIHHZ S
T5T &,
« FRFEVE DR i RIS T B T b, HIEBIEGRRTIS T > TV T
WY EmDY V TIVINA>T0B T L ZRT DT L.
c[J— Ty T TORKZHEIEREL 10
C TR, BEBICHET B5A
« WIETIE O EEY > )V & 1 100 pL
cFUY YTy TCEIES 255008 > 7 )b 50 L
IS YTV =T vicky MME 3RHEILINICHIE S 255 ¢
« WIERE D EEY > 7))V & 1 100 pL
cFUY YTy TCEIES 255008 > 7))V @ 50 uL
IS TV =Y vicky MME 3RRIZEA THIET 255
UL ELIY Y NS %,
cAREOF YT L—EBXTaY ba—ILOR DN FEITDONTE
BT LT L,
« RN OBIEIEIC DV TIE. T 2 B O BRI & 2 28
5L,

c IEUWHPER R 2135 7zdic, [ 223 0BESIHEICHE-> TH
HWHWEAYT TV AZITO T Lo MEROBENK OB EEA YT
AZEDTVBEE, UEROTFIRCHES T &,
RIEDFR
NT-proBNP O£ A 35 000.0 pg/mL (4130.0 pmol/L) Z#Z %%
A&, "> 35 000.0 pg/mL" (">4130.0 pmol/L") DT F I HFERE N5,
ZOBIKIC OV TR HEITRE 2 TAREH O CHREET 52 &0
T&%,
BEIFER
BT 2 FHSHRIE SN, EREFIC AR E DT 728D H
FcEHE NS,
FER
HESEA ISR L 10 5
10 5z BA 2T ThARNT &,
B> 7))L 50 pLicxt LT Alinity i HSBMATIIE 450 pL Zind %,
F— A —VEKE T D BE A X 7 £7213 QC 7T, mRfERE AT
BTl TWBUEREGEH L TY > VB ABIC B SN, s
RelLTHlEEND,
TR Z A Ulsh o 12580, #RZIRE T 2 aiic b s iR
ENFBT L, TIRUIY T )VOREAEANIEFEFEO T 8.3 pg/mL
(1.0 pmol/L) K TH AW, ZORBIIHE LW &, EYIaamm
ERTHRL, HET Z20END 5,
TIROA =B —JTHEDFHNC DOV TR, #1T 2 B OTHkHIE %22
\yzce,
Fr)IJL—3v
Fr VT L— 3 YOFIECDOWTIE, FHT 2 EROBLHIAEES
Iz e,
garyira—)EHlEL, FrV I L—rarEiHidTs L,
—JE, BRI LIeF YV T L— g VOB EEI NS &
FOBRBAE LICF Y ) T L— 3 U ERITIRERZ TN, ROGE
WKIEEFY U T L—va VT,
Ly BRSO Y R 5E
« Y FE—)VORIEMA, AREICHEN SR THE TR DN T
ROE LT E T OB Z NN TV 255
« O b a—)VOE I 2 HRE TR DO TRIE L TWERWNE
BliE, A< ed 30 HEiC—EHFYy U I L—ya v z2{ro 2 &,
HEMIC R RIS ATHENED S B0 D A > T F 2 AREI e K L
At BFY VT L—ya v e B30 EEENH S,
mBEEAE
A bOFHEH Q48R L, gy bao—)LE& 1
FHlET 5T &,
i OREEE R EHICHEV, HEERGEE Y P a—)VOJlEZBINY
%o
MM TRICE DT a Y ba— ) VOB ZET 550, HEIC
e Tcaryra—bogay hZ i, Z—7y Mtk X O i~
FRINCEFEDOH 2 a2 b O —)VOEE T LICKiR TRETNETH
%, BH (3~5H) MIiciEo, 20 M EORIERETT> TR SNz HlE
fEZWT, MfFE N2 FEaE (Z—7y M) 5O (i) %
WIET DR EDNEND 2, WYREFHIFHZRET H7DICE R TN
EAHER & LTI IBET 5 NS,
cFyUTL—vav
HEC Au i
- FyUTL—%xoy k
cTavy YRV )V GRNTBES
- PR
— R L BLOHESE TS DWW Cid, CLSI iA R4 > C24-A3 %
ZOMD—MHC N ENTWBHA RSBz L, 4
- i OREEEPFIED, KOHBICaY ba—)L2ET ST L Z2E
DHTVBEHE, Uit DTN T L,
« 3 b a—)VORPERREINER CTED IZERFEHN AN TS 5E
1. IELWITERSEME SN TOWARWIEENEDN D 5 128, Jilisk DG
FEERTENCHE > THIST 2 2 Lo FFY U T L— 3 UARERY;
EBRH B, VI TNy a—T 4 VI DNTIE. T %R ORHK
FAEEZZRT S b,
cHLVLE Y FORIERF YV T L—XOMHAEB LRI, av b
01— )V OHERE R L S PRI 2 iR T 5 T &

) Abbott



B CTEDzay ba—)Lix, BETCOH A BT A4 2R HIEIC
- THERT 2T &, B TEDTzaY b a—)VORWKEAEIC R
ENTVZEHHMIE, HETBEMELTCHAT ST &,

T % 3> b a—)LDON—ZIEEHAEOFIHRIC T LTy cdh 2 h
ZliRd 2 &,

BEEEBEHIFS1Y

FEEEHD A RS54 & LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{§ifid % LN TEB, °

EBEDIREE

AFICFRE N TV 2 MREDOMGEZ # iRk T 5 a7 v b auicD
W, BEREELEAEO 7 v v A e ORGT 2 BT 5 T &,

(5) #&=R

se

AFw M, 4PLCiE (4 Parameter Logistic Curve fit, Y-weighted) 7%
ANTFY VT L=y a vh—7 %=L, Rz %,
HAOZERICOVTIE, () MEMBOBRIEE BUOEHRZZINT S
ey

739

MEFRRIC K> TR T I I T S TMEREND LGN H B, TOM
WCERENDZAEENEDH 2 7 5 7D Ti&. T 28O BRI
HeBTaT L,

(RIEREROHIEE]

CTITRLIET =2 3REKRNEHBITH O . Bk TIEIR 55K 2R
Bahb b,

MRS REEMDRFEICRE D & SMIRRICE L 7 R BRI 2 0E T 5 T Lo
AR (HF) ERMIE N TORWBERE Ok 520 12, AFv T
HE Ulee BHERNCIE, BBEL GENTIZTT> TV BERE, @i,
LB IERASEMEIRRE DR E NG EN TV S, #ERZLI MR,
ChtET—2IC L B)

JE HF #rfknt
i

Gt <458 45-54 7% 55-64 1% 65-T4 1 = 75 1%
BB (n) 520 112 114 137 80 77
MY (pg/mL) 832 437 579 748 1610 3457
T (pg/mL) 2318 613 921 1698 3562 667.4
SD (pg/mL) 50244 5305 13442 501.69 546.15 803.13
95 8—t & A)L 10562 1817 2735 4642 14155 21614
i/ M (pg/mL) 105 113 125 13.7 105 391

KA (pg/mL) 5656.9 3027 11812 56569 3162.1 4416.7
<1250pg/mL® 646 893 860 745 313 143
#E %)

<4500pg/mL® 896 1000 983 949 813 610
e %)

75 A& NT-proBNP fEAY > 125.0 pg/mL DA, 75 &bl & NT-
proBNP i3> 450.0 pg/mL DIFEIC, DARDAMHEIEARZE NS &
HAbNTz,

HF L3 E NI i8F DMk 515 Bz ATy b CTHIE LTz, #RZLLT
WORT, (MthTF—&Ic k)

HF il
FiR
qt < 457% 45-54 1% 55-64 1% 65-T4 i = 75 i
AR (n) 515 41 87 137 118 132

i (pg/mL) 11866 11674 8160 7445 14155 17083
“FAHfE (pg/mL) 29846 18565 28334 3264.7 30410 30936
SD (pg/mL) 6273.02 1987.84 6579.75 9214.64 479198 3949.87
95/%—t & A)L 111330 53566 115349 12940.7 10837.3 102788
fie/MHE (pg/mL) 6.9 6.9 133 195 316 1476
FOKAi (pg/ml)  93999.5 8432.8 526186 939995 33 305.5 32 601.3
<1250 pg/mLd> 78 171 149 95 59 0.0
HE (%)

<4500pg/mLo 282 268 310 365  27.1 189
HE (%)

HELEDEE

< ERERE, SER MOREREE. BT RLR E LG TRANIC
Wi BT &,

c RFw S ORERERDERITRICPIET 256, BIMOEZRTTS
LT S,

- [(BELDEE] 2) BHEWE - BHEER ISR L 2WELSA DTS
PEIC DWW TG LTz,

b MO IgG FifiE (> 4.7 g/dL) &, NT-proBNP OHliEZ45F %
ATREMEDY S %o

YU RAE/ T a—F)UHikE W EEENC X B2 X CiREE 2
7o FEOMARICIEZ. HAMA (Human Anti-Mouse Antibodies @ #1< ™7
At MR DNEENTWBAREND D 5, HAMA Z 3T ikz <™
AT/ 7a—F)HEE AT WSy M THIE LS E. ELWH
TEMEDE S NRWATREMEDN D %, BWIEITIICH Tz > T, hOEH
PREL B DD D, 67

< b MEF ORI ETUAG, BER O a7 ) KB L, in
vitro DAL/ T AN B 523 b5, HEMCEYIETZ
EEYIME OREIC S S SNBBETIE. TOXI R TEZIT3
WEDH O ELOIEELIE S WAL H %, AT I
Hle> TR, MOBRIREL BB ENH B, 8

« T ENUC (BF4# 11000 /357D 1 AKdiii). NT-proBNP {10
ZEBNSHEEIR U CIIE AR R AR & 75 % -REDMAES %0

- H OSSR R OBA TSRS DS G, FERFRN G T D
5 %DT, PEHEICED < BMHIXMORERHIFEREZEEL T
REMCHmT s &,

(% #E)

CTIORLTe T — 2 RERNEHITH D . B TIEERR 58552 R T
Bahd b,

AEEE

TR, EEE, RS KON 7 ABHITARF y F OMEEFE
HEFANIC & 2 REMEFEPE (pg/mL. pmol/L) &9 3,

ARy b OREEPAE 8.3 ~ 35 000.0 pg/mL (1.0 ~ 4130.0 pmol/L)
THb,

IEREE - BERM

JitiE ARG

REfiE CLSI HA RS+ > EPO5-A2 ICHiE> THo 72, 9 5 2 11y Dk,
Fr VT L—%, arbro—)VeHHLT. #2525 THatziTroT7z,
3floar ra—)b, 6ot MK %)V 20 HRENCHED 1 H 2 [\,
Pl ey 2 E\llE L,

HENHBIE RN B

il OHTRIE  GEREHD @

Y7 o b n (pg/mL) SD  %CV SD %CV
avha—)bL 1 160 1315 3.14 2.4 4.48 34

2 160 1384 3.72 2.7 491 3.5
avra—)vM 1 160 5029 1071 21 14.12 2.8

2 160 5013 1266 25 15.83 3.2
avhu—)LH 1 160 4921.7 16784 34 191.16 39

2 160 4921.1 14681 3.0 151.28 3.1
IAESIZN 1,2 320 485 1.40 2.9 2.64 54
IAE )] 1,2 320 1193 3.10 2.6 4.22 35
JAE 120 1,2 320 4599 1107 24 14.94 3.2
ISRV D 1,2 320 10096 2352 23 27.25 2.7
NIV E 1,2 320 25214 4851 1.9 64.43 2.6
INHIVE 1,2 320 324218 85557 26 115381 36

) Abbott



WIENFEIE RN PR

SEEE (BHTRSED G mgie) @

Y ow bk n (pmol/L)  SD %CV  SD  %CV
avha—)LL 1 160 155 0.37 2.4 0.53 3.4

2 160 16.3 0.44 2.7 0.58 3.6
avha—)Ib M 1 160 593 1.26 2.1 1.67 2.8

2 160 592 1.50 2.5 1.87 3.2
avha—)VH 1 160 580.8 19.81 34 22.56 39

2 160  580.7 17.33 3.0 17.85 3.1
ISV A 1,2 320 5.7 0.17 3.0 0.31 54
NIV B 1,2 320 14.1 0.36 2.6 0.50 35
I8V C 1,2 320 543 1.31 2.4 1.77 33
A1) 1,2 320 1191 277 2.3 3.22 2.7
ISHIVE 1,2 320 2975 573 19 7.60 2.6
NIV F 1,2 320 38258 100.96 26 13615 36
@ EANEBE. WEMARE, ARREE A,
AE TR

Mt CLSI 74 RS A > EP17-A2 ICfé> Tiio iz, 10 4 1y h ks
BXRU2B0MMAEMH L, 3 BRI EICH Y et #1757 LoB (7
27 FD). LoD (WHBEYY. LoQ (E& R DimAEZLLMICRT,

pg/mL pmol/L
LoB? 58 0.7
LoDP 79 09
LoQ© 83 10

3 LoB gt roy 7 )bz 60 L ERE LIz D, 95/83—t >
ZA KIS T BIETH %,

b LoD KR Y > 7V 7% 60 MILLERIE LIz b i, 95%DISHET
WETEBRNEETH S,

€ LoQ (FEHEY > 7))L % 60 mILL FE L TR L, FBTHc BV TR
KeTA CV 20% /= § i/ NBE & Lz,

B

HEh& CLSI A RS+ > EPOB-A 1> Tiio 7z, 1

AFy M 8.3 ~ 35 000.0 pg/mL (1.0 ~ 4130.0 pmol/L) i T
k2R g,

PANEE L/

T xT 7 b IEEICEHREOMKOPEMD, R Ll
TEHIP AR DR & 72 2 B 2159, NT-proBNP #4701 461 324.0
pg/mL OV TN ERE LT A, Ty I 77 MEBHIE N
Moz,

EREREY 14 RE

FERRIRKEE, RRARIIRE FR

ROC (Receiver Operating Characteristic) H#RZ{FR L7z, /1w M4 7
filiZe 125.0 pg/mL BX T 450.0 pg/mL & Uiz & DT K R
%LX‘FLZ/R?—Q

DARE Hy hAT R Rt
TRRTH (HF) JE HF fill (95% CI)2  (95% CI)2
RN 515 520 125.0 092 0.65
(0.90-0.94) (0.60-0.69)
<T57% 383 443 1250 0.90 0.73
(0.86-0.92) (0.69-0.77)
EU 515 520 450.0 0.72 0.90
(0.68-0.76) (0.87-0.92)
> 757% 132 77 4500 081 061

(0.73-0.87) (0.49-0.72)

a Cl = {3

NYHA LRHEFH & OB

NYHA (New York Heart Association) /{OMEREZFHICK % NT-proBNP
WEMOMEHEE RS B8 T ~1V) IZDWVT, WBRE. T,
R, KT 95 78—t XA )L NT-proBNP fiix SD & iR L 7z,

NYHA IS—RA)NV

o8 n CEFESE SD HERfE 5 25 75 95
I 100 11905 195600 4538 474 1807 1161.5 5039.7
1l 176 1870.2 267060 9142 922 4237 23395 71447

11 173 33604 464740 17830 160.0 6202 41379 115349
v 63 5206.5 617840 3070.1 200.7 14258 66804 15111.3
HF & 512 26515 4085.10 11727 869 3940 3109.1 102788

TERE A ER Al

FHESTEDMENE EDTA-2K b Mditkz v o CLSI A R Z -1 > EP09-A3
IChES TiTo Tes 12 MbRIEAT v R CHlE L, il b 2L
7zo Passing-Bablok % FW T Z % L, Clopper-Pearson % 13 %
MW THBIFREBz EI LT,

plegix ol
fHE
HHESERE Y (95% firkt:
HAL n (95%CD2 (95%CD2 CD2 AFw bk Fw b
AFw b vs pg/mL 309 0.99 -1063  1.01 10.7-  21.7-
flbkkFw b (0.99,0.99) (1192, (1.00, 333055 320430
-957)  1.03)

aCl= {5 M

CLSI A A R+ >~ EP09-A3 It » TR 21T o 2o 12 IR 75 ik
i& Passing-Bablok i % F1\ 7z, Alinity i ¥ 25 L CHikZ Il L,
ARCHITECT 777 Z A %' —DRE k5 R & Lhfig Uiz,

BT n MHBIREC Yl IE BREHERE
Alinity i A7 L ¥ pg/mL 221 100 -196 096  121-

vs ARCHITECT 33540.3
7FIA4%—= I pmol/L 221 100 -023 096 1.5-395738
BIEROEEYE

S0 T A, FEEIICEEE N T 2 REHEE £ 7o 3R I3 AEE LRV,
F v U T L— I3 NEEE TN TV B, HE AR . CLST A
A4 R4 > EP28-A3c it > TN DO EGR T HE DO TETIT 217>
feo 14

(fEA EXIFEER L EDEE]
(1) Bk L (fBRRFALE) DER

ke JER AT Y FORETE, b MEAZEO RS, IXTOR Mk

PIEL IR TE R S N REE . ITEMIC D B
% &3 % °C. OSHA Standard on Bloodborne Pathogens & fit-> CHL D
5T b, BUMMEEZTWE. TORNND SYE, BRIEYEIC
BRENTEIEIC OV TR NN A T T 0 LV 2 T2, Hissk,
RRC & B HOEY) 5N A A XA 7T ¢ R ERTH T &, 1918

< AFw FPORWETIE, & MRAZIO WS, BiikiE, HIV, HBV,
HCV HEDERORNAH 25 ED L LTIMOHS T &, MAICHIz->T
&, EROBERERT BT, FEHOBK, J{EL A7 BICMHEN
BTFEREZEHAL, Ok 70 7 thikna &,

< DR S THRINC A 5 e A K T T Ic i F o2
B2V, REDNHNIEMOTF Y TEL2RIT ST L,

c PUA—ETIVAVIEERTH S, EHICERL T, D E R
IKAE LD HIEASHEWE S ERT 2T &,

- AWE THAT B, MERIE LTI P Y LAEE
NTWBEDONH 5. Hilid. [(FAK - BEF (Fv bOER)] i
& (A% - B2 (RMFEAR)] 222 L, ML ofilic X DI
ICHHEDIRN AT ADFEET B, BUD RS BHIFHHOBK, B, <A
JEREM L, ZBK. RAZWMA LRV &, NEYE X ORI M
YR TRER S BT &,

ROFFHAUBIT B G IR, TSz Rd

e CRARYZTS K 7O MU T LEED

H316 * TR 0D Rz I3

EUH032 iz & O X 0 IEFICHEEDTRN A ADFEET
%,

HREE

P332+P313 * FERREANVE Ul BB % / TYTEZ
FBTE,

BEE

P501 | /BRI TRET 5T L
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#3% EC 1272/2008 (CLP) % 7zi% OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 ZjHH T % HE13%4 LEVy,

| ROMFHAIC BT B G FERH, TR FEZ R @ [eAL[a]- [caL[F]

O

=L AFIVAVFTVay, 7IF NI LGS

H317 T UIIVEF—ME SRR B EN

EUHO032 i & DT & 0 RIS HEDIRN A AN
%o

H402 * KA HE

H412 EIAfkIEIC K 0 kB EICH #

REFE

P261 AN /IR AT L—OWAZR®T B &,

p272 RENTANERIEEG D SRS RN &,

P273 BN Oh Y 5 T &

P280 TREETFLS / (R A / RIS 2 5T 5 2 Lo

[SRIEE

P302+P352 BRFICAIE LTehit 1 Z2R0OKTHS Tk,

P333+P313 B E 23 RBE N EC A ERHOR
R/ FHRTEZTB L,

P362+P364 BRENTASAZNE, T 2581 300E
ZIBHT L,

BEE

P501 | / Al T TR 5 T ks

# EC 1272/2008 (CLP) ZiH T % 5E334 Lgvy,

ROAIEHUCII T % fabpf H LS, R HFE%Z KT : [conTRoL]L ]

[conTROL[M|[CONTROL[H]

*

O

=g AFNAVFTIay, 7IbF )T LEEE

H317 7 UIVF—N RIS §BEN

EUHO032 fits & Ot & 0 IEEIC B OO A AN FEET
%o

H402 * IR #

H412 EHIRkGE 20T X D KA AEYNCEH

RENE

P261 IAN /L) AT L—ORAERT B &,

pP272 HRENTANEER BV S E T &,

P273 BEENOfL 2T 5 T L

P280 REETR / RFEK / IRFEIRE 25 9 5 T Lo

[GREE

P302+P352 RIS LT T Z2R0OKTHRS Tk,

P333+P313 EENAE 72 3 FB N E UGS IEOR
B/ PUTERZIET L,

P362+P364 HEREINTABRIE, FHEH T 2551300
ZIBHTE,

=

P501 | / B EY) R A CHERT 5 T ko

% EC 1272/2008 (CLP) 74 25 A% L,
*FERITIEICOVTIE B) BRELDFE ABRITL L, £ ReT—
Z—bk (SDS) NHAHLAIZTHELEIETHIET BT L,
ZRT—2Y—1 (SDS) IZDOWVWTIE, HAIY—YKR—rtr&—IC
BREIWEDELTZE W,

RN O FOWEOFNC DOV TIE, [T 2 Bis Dk
HeBMT 5T L,

(2) ERLDEE

—RRE R EIR

- EHIR 8 E T L an T b,

« Fv PNERERESF Y FOREZRETEH LN &,

cA—0uy FERSOMETH> TERERZIEE T L LAENT
&o

DR

< ARIRI R TR LT, RE O FR0ICHERM L THL T
o RN O By, 5 BfERRMT %, XISHO
LRSI LT, 5125 REEERAT 5. 3N A—FY v YDR
MUV RRICITEES X HTET ST L, A7 08—T 1 7))V,
AR MVOMZBICHBT 2 2 &b 57, TDXI IR
MUTBIREND S,

CRMOFRE LT, #3EE Y FOREREICH MM WF = 7 i
F v AND,

IRRIU TR — B w DI3EHEC TV AR B B 128, 11T
TIREET 1 RfE & . DTN A 2 DERFD,

CEIEEA— Ry VEELE LT LUE >y EE. 1@METTOh S alEeErE
MH D1z, VTIIRET | BRIEE . 1AW Z 2 D%EFD,

WA T O— D THREERG| TS EAEREITNHORL o,
ZDHIDREH— M) v IEGEREINT ST LI TERL,

cRKFw SO EEZ I LGEND D, H— RV v VN
SICTUMNFET % &, WEBRHIDE L L frbn g icit oy [ BHAR
EU. IELWIIERSREMGF S RO ATREED D %,

SRS O B EOTEEOFHINC DWW TR, T B HEEs O NGk 2 %

ST BT L,

HEDRE
(RZ ] Oy ATl
LRI RERAIN 7 LR
KEAE 2~8T HHBIRET ITREBTRET ST L.

SLTTRREETCREE AT
Thoteid#EN— U v Y
. ARSI 10
[l EERA L, 37 C IR
T 1HRET 52 &,

Has bt BIOREIRE 30 HiM
BAEtE 2~8TC 6 & AT SLCTIREETIRIF T 5 T &
VTR TR I N T
Tho i —1r U vy
I3FEET 2 &
R DG YT K B MR
DOHbZEFG < 28, iRSED
Ty IO F Y v S
FHEHEH Lz &,
FRHRIIHERICRE LI E F 7T 20, HDVIBKEED SHD L TR
179 %, itz EaM MO Lz 2, LV F Y v 7 T3
ZAD, THEFX2~8CTHRIFT ST L, K SELO 1 L TRAE
T 5atdid, LTHIRERHEDZD, ELORP ML AT THREFT ST
L EHENET %,
PR R ARSI S HLD TR DV TR, S B AR O Bl
HEZBBIT ST &,
HEDNLHI
FyVUTL—a TR I—RELREEY, OV hao—)LojilEiE
WEHIHIPRZ AN TV B 5E1E. SR BIE L TV A ATREENE Z 5N
%o BoNTZMERSRIEIDE U, fHERTTS Tk REITISCTH
FrUTL—varBET5C L,
NI TNY a—TF 1V TICDNTIE, 1T 2 EEROEEREIAE 2SR
52k,
Fr )T L—20D%(E
kk o Fy )T L—RiE, BT~ 120 0F/zl&, 2 ~ 8°CT—MfiE
LCRliRS %2 &N TE D, Afidts. MHRZ S v F 27937
®IC, BfEEZRE 23R MVCEHIRT 5 2 L2 HET 3,
< [EFHRNCERR NS 10 mEEIT 2 0, KEORLVT Y 7 X IF9—%
HuwaZickbiEfidaT e,
Fr )T L—2DRE
sk o TRSHEIA U 2D BAIEHEARE X Tl -20CLAR TIRIFS 5 T &
sk« AR U722 U 7 L—21E, R MUISEiE S MRz B2 7w
[RO., 2~8°CT 30 HE{RFTZ %,
s AR ZBA Tl LENT &,

) Abbott



kK

Kk

Kk

kK

kK

TRIAIRE IR [EEARDNe = 3T
KREAE -20°CLLR  fEMHIRET MTTREETRTF I 5 T
2:0

B 2~8C B0HMET, 72/ I TIIKETIRIET 5 C

LA MVICEBE &,

N7 FRMIRZ - Lo F v v 7T,
Al L, #z < D TRIES
Tk,
% 1& 2 ~ 8 COLRE

BT T Lo

Fyr U T L=, BRIty FUTHSIDANT ETH, BEEINT

WEWKRE LTIy F U7 ENT05, BERRDH 5D CDHESD

SNERERMZBAZZ L, BRETOFy ) T L—2E{fiTER,

L RET, mERMIZT v AT A =X L R— M E N T35,

ZHEEHIROREMIC DV, i3 2 MO RINEHIHHZ BT 5 T

L,

7w AINT A—=ZDHIFNCDOWTIE, #HT 2 e ORUkHiIHE 22

W3z,

Fr I L—20OFERFIE

cFy VU T L—Zomy hEBIX. Fy U T L—ROFICHRIENTY
BN—O—REHVWTRET ST ENTES,

cF Y V)T L—=RTF—=RDOFEICDOWVTIE, i3 2 2 OBk &
BRI BH L,

cF X )T L—2DF—F—EBXUOHERADO LY N A DWT
&, [T 2BEO0RSIHEZSIRT 52 &,

av ba—ILD#dlE

cayha—)Uik, BET0 ~ 120 0 F21d. 2 ~8CT—HufiiE L
TRlfid % T LN TE D% AR E N oy 3279 57HIc,
RRE 2R EZIER FVICEERT A C L 2HERd 5,

< FARGICESOHIC 10 BEEET 20, KEORILT Y J AIFH—7%
Az llickbiEfigsT &,

aAr ha—ILORE

WSS U, 20 BRI £ Cld -20°CLA R CIMET 5 T &,

CEfR U723y ba—ibid. R MIWCEDIR S N2 AR 72 2 720 BR
D, 2~8CT 30 HHM#ETZ %,

 fEFARZ A T LanC &,

TRAAIRE IR TRfF L DT R IE
KREAE -20CLLT  fEMHIRE T VTCIRETRFET S C
Lo

FE#® 2~8C B0 HMET, e/ I TIIRKEETIRIET 5 C

LA MVICERBE &,

NIERMRZE Z2EHOTHRET D

ZirnT k, T,
fEH#%E 2 ~ 8 CDHTE
LATCIRT T &,

aOr ba—IVOERFIE

OV ha—)VORERESET B3, RRVEEEICLT, IV b
a—)VL7% 10§, 3> ha—)V M % 103§, 3> ha—)L H% 10 {4,
TNTNEZN T BOEDY > Ty T R %,

AV A=) OF—E—HEBXUEEADE Y M FEIIOVTIE,
i 2 EIROIERFIHEESIRT 2 T &,

FrUJL—%, I¥bA—-ILD%L

YR, IR, O, Fy VT L—a YIRS RV, 3
¥ ha— ) UHVEBIHIPHZ NN 2 5 EDBZRNEDSNZLEE. Fr U
TL—=2ay ba—)ILhH LTV EEEDH .

(3) EELDIFE

- MefAHICid HIV, HBV, HCV EOEPED E OBMFET 2NN H %
DT, FER, TR ARG G RHEERRT Y Y L (ERR
€ 1000 ppm, 1 KERILLRIZED 7@ V27078 R (2%, 1
REREILL 92D IS K BIHELEEL, H2W0idA— 7 L—7 (121°C.
20 7 RAE) I X B MEIZTTS T &,

B X UBES T S HAICE. FERYONUI S X OVERICH
T B KEGHBA LS OBIEICH > T 52 &,

* FARFRFEOMRAR DRI L 7 anic i, TR L 72 T 2 WA TR L
TRIW U 72 2 el CHRE M- Fefh, & 512 0.1 % R HER T+
VU LSRG E QYR HEA T ES & FRIGHEY) R IRAE-
HO(FS, 22l FRAnE) ZEHLTIToC L,

< AHETHMT 2SI, RIS LT DM PU D LDEE
NTVBEDONH 5, aflid, (K - #BEF (Fv bOER)] 7
& (R - RE (BFAR)] 2852 L, 72T MU T LI,
BE. WE LSOO U TEEREMEDRIE Y Y R AT 5 T ENBHBDT,
JEIHES A3, RROKEILTHT T &, REEFERETEDTH
IZDVTIE T 2 OBHEITE 225 C L.

(BriE A&, BnHAR)

R A i AR
e b 2~8C 12 A
e LR YA ORI, ) A=A B
FEHIIRE, SR RENTV S,
(GE-T T
R AN S 4S79-02-01 100 [EIAX 2
AT AISN—TF ¢ T )V 6.7mL X 2
cavYas—h 6.1mL X 2
(REF 04S7920)
< B b B FS 4S79-10-01 500 [EIFHX 2
A TWIS—TF 4 7L 270mL X 2
cayYat—r 265mL X 2
(REF 04S7930)
c TL R HE 975 mL X 4
< by AH—F 975 mL X 4

¥ Alinity i ¥ A7 LAz THEHLZE W, JIFED ORdbBlnEHhEL
rEW,
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HrokdiconT:

* 3HITEDXYIDICZEHZANTO S (i 1 10 000 #iA).
MURITIZEV A REHEHIL TS (i 3.12%),
TNTOMEDFFHEE. SrEOFaEHEEICRELE T,

Zfinld Roche Diagnostics GmbH W5 5 A &2 > Ak 572520 T, i
FLTVET,

[(BUL&htEik]
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