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BEBETCEESNZAELED 7077 —EIEMmERD ProGRP =932
THSAREEDNH S, MBFREDEY HFWICITFEFEDNDETH S,
ProGRP |3I;EH & W) i THEEICERE CH S, | ProGRP DIES &
VIR TOREEDEWVICKL Y M55 & MIED ProGRP BIEELRGE S
HEDH B, EERZEIRA > M. MFES KT MmIED ProGRP AIE(EIC
S LUTERICHIIT AT LEHET S, FRALLBFOEELSDET
BRERETHTEHEETH S, AEMRDEZ X2 —PRIRDOETE
BHT 2HICER LIREEFERT 25818, BAUEEDOREEFER
TR,
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HLTWEWES T 2 T UG ENTOWAAREEND 5,
s BURBIOTBY R S Tedd, VEETOERY hERBEXRY v Fv T
EHHTH L,
- $RMBATATE. 15 ~ 30°C T 3 BRI 38 L fe BRI SR TE L,
TNITIFREPAE DERRHES KUREREZ2 5%, 15~ 30°C
T3 B LEZB LIk, ERTIERZREIFSNELETREED
H%,
- M;E1%AF D ProGRP D R%Z R/INRICT B feéblc. 15~30°CT
DFREFER/IRE L. THOOICAET ST &,
- MBEREISMBHDORE®R. THPMAET ZH. 2~ 8CTHRE
T35,
< 2~ 8 COREHZAHL SEY E LIci&iklE, THPHIITREEITS
&,
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RAEDTS

< BRIME OMERICER LTI, $RILE ORLE T OBERGEIIFICIES T Lo
FHENC K O BRI 2 08 L 727200 Tl Mtk & L CERT 211
A0 THB,

s MRISIEN RN T 2R 5 T L. 180D B A MERTIC KT
A2 R T Lo MIKBOERZE S Tedic, kS IS LWl
Wfifda T L,

IEMERHIER R 2185 7o, ROMKISHERTICHEROIET 52 L.

< T4 7V ARILER, T OO REY)Z E TRk

* FHEZ 20T % Wik

E 747V, KRiMER ZOMDOREAGRD SN B, FHEE

DS ZEMC, GEDR)VT Y 7 ZAIFH—Z2H 0% H, 10 [EEEHG

BHTLICKDEMTB T &,

HHSRARIELL RISt > THENi T 5,

- BERERUAE . IRATT BRIICTERICRIRT B T &,

- PSRRI L 7oA, AGRORIVT Y 7 A FH—2 05, 10 5
TEHd 2 2 2lic X b FIciBS %,

- WAz BHTHEZR L. BIRIC R > TV AR, H—Ickbs TR
g5,

R TICTEMENTO WS, ELUWKIRME S ixwalgENt:
N2,

- WAz O EES %

T oD i Lo e

s MAZIELT =TI L, 27&< &% 100 000 g-minutes Tigbhsy
i %

« T OEHEZR i T 9 i o) BT & A RE O ) (RCE) OfflA & DR D
Bl LL NI g,

EL O EERERIE RCF 2 tic U R ORIRATRINT 5 2 W TE S,

S ISED () = — 00000 gminutes
RCF
OB (0)) RCF (X g) * g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

¥ EMERNEH R 2152 20, #Y)RTF 2 —7 Z#HL T, 2500 RCF
PLET, A2 &% 100 000 g-minutes & 7% X 1m0 EEidT 52 &,
RCF = 1.12 X rmax (rpm/1000)2

RCF - ELITHEFICTS B N2 TR LT
rpm - 1 &7z 0 DOu—2—FEsE (—RITE LT T

VENVERENTOEDETE rpm TH5B),
SO BERERE - L0V BERF I 13 0 — 2 — D [EFE A H O RCF & 721
rpm ITEL THSIEZ RS 2 X TOR L35 C
Lo
I'max - SUA=RVTRLIER—RZ—DY5, F I HHTX
Tr— (BLEEHTREN) DA EEHT 255 Ok
% (rmax) ZHDTHMEL GEAMLI Y A—1)L), RCF
ZEHERHT 2080 H 5,
g-minutes - RCF (X @) &b BiRei] (53) %23k U7 i o Hif,
AR, BTV TR IIEEERE S LIEICH W 5,
NEEENEED D NTARARDZEO T EETIE, TREZ & R0 BIR sk
DHZTIS %o
RIEDRFSR M
MERRARE M OREFE%. THPNICHET EH, 2 ~8CTHET S
Z&,
FifkiZ, ProGRP D/ fi% i <tz 8 NEROFBNTHIET % T &,
15 ~30C%Kzld 2 ~ 8°CTIRF L TV 2 MilkZz TR DRERINICHIIE L
VGG, i £ 7 mE S, JRimsk, ol ZEREAE L, -15°C
DUNCHtsR7d 5 &,

ok MRIRRE g

REREHIN 2 oft
RSO WE O HEfiE ] F5
K URERG 2 B TR
o

Mmef, FRMmER, e %
BRELTIRFT BT Lo

Mm@, FRimER, 55 afEAl%
BRELTIRFT ST &,
My H» S M, FRifEk,
EERIZRET AT L,
7 HELPISHIEZTTD
RWORALE, -TOCLLT
THRMFd 2T &,

TR I SO E D HE(IRF R 35
K ORI 2 5 SR
IREf,

M, JRMmBR, 2%
BRELTHRIFT ST &,

M, FRifBk, a2z
FRELTRIFET 2T &o
MHED S ik, JRiMsk,
DEERIZRET BT L

7 HELAMICE 217
RVMHAIE, -TOCLAR
TRET B L.
STOCLAR T 12 7 ARIBHERIT LT ZIE Uiz & T A, MERRIC
RIS NI > 72,

IMTEHALR 1 E72 B A 2 HRERERO# DK UzEHT 2 &, ik
3 [z A % WHGRLR O DX U Z#EHT 5 T L.

IR 15~30°C 3 IKfH

2~8C 3 IRFH

-15°CLLR 7 HRM

M 15~30°C 8 M5

2~8C 24 5

-15°CLA™ 7T HR

s RIKDLRFSM 2 AT LTS R I L T O LB D TH O TORIRE

AGRROTHIENETH 2 175 (%) OTHHOMKRHED 10% UM ZiiTz
LWz,

7 (%) O
{182 ORRADHEMD7E %) FHIOHRHE
Mk R MR ol N
% 15~ 30C -19.6% -1.7% 9.9%
2~8C -12.4% -1.7% 6.9%
-10°CLAF -10.7% 2.5% 4.0%
M4 15~30C -6.4% 3.5% 3.0%
2~8C -15.3% 6.9% 8.8%
-10°CLF -11.4% 7.4% 9.1%

DL S
HRARRR A S & GRS LTeadl, Ronzlir5 T L.
*REDLFSIFITHES T Lo

(2) WEME - hHEZFEH

CTIRLETF—RERENERTH D, SR TIERRLHERERT
BahH b,

FisinE

HNEPEYE

Metid CLSI 1A R4 > EPO7-A2 It > THioTzo 2 LU ROFE
% ProGRP #SJE M 4.3 ~ 224.6 pg/mL ORAKICHINL T, HiEfEic 52
5B it Uiz, B DN EOEAE 1 ~ 6% Tho Tz,

LU 33 RRERRCES
F)TUET AR 3000 mg/dL 5%
eyLey 20 mg/dL 1%
ZNE (GIRE) 12 g/dL 4%
F2AVA-W((i%/-1i9) 3g/dL 4%
~NEJney 500 mg/dL 6%
RIER 0.4% 5%

sl D ARy MREA T ALHUAZER L TWianed, IENY X7 &

WHRT, BIAMOEATF Y (EX IV By WMHIERRISGEEZ 5 %
ATREMEIR U,
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MiEtd CLSI A RS~ EPOT-A2 1> TiT > 720 2 LR D#KFH %
ProGRP JEfEHY 6.8 ~ 230.7 pg/mL OMIAICERML T, WEMICHZ S

BRI LTz, R DNTBOYIEE | ~3% Th -7,

B 33 B 33
VRIS 1108mglL. AHAT73F 0.8 mg/L
YATSFY 72mgl  AV/FHY 115 mg/L
YHUFATTIR 4lmgl  RZURFRIL 135 pg/L
A &) 4.6 mg/L FRTA Y 0.2 mg/L
FEVVEY Y 0.4 mM CYIVAFY 0.1 mg/L
IhRVF 80mg/L.  E/LiEY 2.0 mg/L
ENZ A 437 mg/L

Z DO NATEWE

HRM R R 2 & BISHHITY % 7281 HAMA KT < K - (RF)
ZWE L. Biat Ulco HAMA BPER AT KOV 7 = F KRR PRI
ProGRP Z A 50 pg/mL. 150 pg/mLic7&2% K S CiFhiL, AIEME
ICHA B (%) ZiHli Uz SEOPEZ L FITRY,

SRR MR SEE TR
HAMA B fE 15 3%
HAMA [ it 5 5%

RF [ i 10 6%
RN

FeEtE CLSI A4 R 1 >~ BPOT-A2 IZ > Tiioize 2 HA MY VK
HARTF R (GRP) % 100 ng/mL &75% X5 ProGRP J&fEAS 25 ~ 75
pg/mL Dt MMEB X TSR AL T, AFy FORIEICESZ %
B MRt Uiz, GRP ORAERIGEIX 0.01 % A CTH - 7z,

(3) Zith
AFy M Alinity | AT LOMETH 2, FlllE, EticBRVED
LRIV,

(% - RE (BIFEAD)]

(1) HROFEHAE
BRI TOEEH B,

(2) wEZIRE - 384 - AHE

CARFY AT YA T AN

+ Alinity ProGRP + F+ U 7' L—% (Alinity i ProGRP Calibrators,
&5 9P32-CAL-01. REF 09P3201)
(EhEaEY 7T UBEER, &8 areE bl (7o sk,
ProGRP #7771 : ProClin 300, ProClin 950)
Fr VT L—ROUEEELIFICRT

=3

Fas (pg/mL)
30mL X 1 00
30mL X 1 20.0
30mL X 1 80.0
30mL X 1 3200
30mL X 1 12500
30mL x 1 5000.0

ok JUEOARMED E 2 EFEEELBERS (SO : International Organization

for Standardization) OIEICH 5 RN T DRHDO A A K
(GUM : Guide to the Expression of Uncertainty in Measurement)
XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 1ZHIWTHIH Lz, 34
RITRUIZF v U 7 L— X OPLGRAED & OHEEfEIF I 72 ET H
D, WROEAEHDOA NS FIHFREZSE ) L THAY S
TEIZED, WERRORRNEA NS ZHHTEI LN TES,

RN E (k= 2)

FrUTL—4 p/mL
A
20.00 + 1.55
80.00 + 5.07
320,00 * 12.32
1250.00 + 34.38
5000.00 + 241.95

+ Alinity ProGRP + 1> F —)b (Alinity i ProGRP Controls, #fi#=
9P32-CNT-01, REF 09P3210)
(EaEFaY 7 VB ER. 2 287 HGE e (7 2k,
ProGRP  f#174 : ProClin 300, ProClin 950)
DUR O BRI < DREMICH T 22D TH S,

e PR
At (pg/mL) (pg/mL)
80mL X 1 400 32.0-48.0
80mL X 1 160.0 1280-192.0
[cONTROL [H] 80mL X 1 2500.0 2000.0 - 3000.0

FABIGIEI N TWS Oy ba— )OS HHFIZ Ty MEERNT
i<, SRkl UCOEHREHZE RLEZEDTH S, Shiiakics
W, AFICHBE N TV ERFIPHONMIT, FIMEB X T hia
I B EPRIPH R RE T 5 C L2 HEIE T %, W) i PEPR 2 3R
T BHDICEEIANELHEANE L TR TFHBFENS,

cFr VT L—vav carvra—iay k Yk
cFpUTL—&Rov k- B

B CEDaY ra— VT3 L ETES,
« Alinity i HSERAR R (5EEFS 9P15-40-01)
© WRMERHURMENR (Alinity 1 > A7 LM, 7T RV LEET)
AR OBFIC R IR SR BSI OW T, i3 2 a0 BEINE 2
W3z E,
A VTF VA RBEIREEIITONTIE, [T 2B OBk HIAE %
BIRTBHT &,

(3) BIEREBRDERIEE

WD THERITIRNS, AFY VAT v AT 7 AR A VA
r=IL9g 32 &,

7oA T7ANDA VAN NVHEBXCTT v AT A—2DEK
Ry BHEFEOFHIC OV T, [T 2BEEO0EIHETZ 28T %
&,

T wEAIRT A—ZDOHRMIC DOV TIE, (FH T 28 OBFGHE 25
Mz,

FBEIROEFICET ZREC DV T, (AT 2RO Ui 2 72 201
5L,

(4) AE (&) &

L FyVUTL—% (JlFem). BEFRE. <1 7as—740 27, 3
VA= 5:2:5.5 DEETHEHAL, LTOLEYRKILEE S,
cFr )T L= RICHMEFERER O A 7 a—7 ¢ Z)V7EINZ, K

SEEB,

CRRSHIERES, aAvYar— N EINA. KISEE5,

2. REISWZBRES. 7L M) A— 100yl 2oz, KIGS ¥ 5,

3. MU A —300 pL ZinA. KISERMOFE (EH 400 ~ 500
nm) OFEEREEET %,

4. ProGRP % & F i OBHRANRD b NEEED AT Y —ICFEE
N3,

5 BIKICOWTE, T4V T L—& LABOEERTTV. FOLHmED
HEEN, 2EOATY —ICEEIN TV ARERICK > T, Bk
H1D ProGRP & 7x KD %,

) Abbott



RIEE
ProGRP ZAIE T 2 MiERIFIE. HT3E % EBICAETSTL, B
BICHIET BT & T ProGRP DREIC L DAIEENDEELHNZ S
%,
HIEFIEOFANE AT 2 B8ORS S 22T 5 C &,
CTRRTF 2 — T E R T 2 — T REHT B850, RIKED
Th2 L2l d 208N D %, [T % HEOHEkEIHE 22
T5T L,
 FEFI OB v NRIC T 2 728, WIERIGGRTICY > TV i
HYIRBOY VTV A>TVE T EZTERT T &,
C[FA—Y T IVA Y T TORKZERERLE : 10
c . BEBICHIET 255
* WIERE DY > 7))V T 100 pL
s WUY YT IAry TTIBIMIIE S 25 & OB > 7 )L 1 50 pL
Y TV =T vicky MME 3REILINICHIE S 555 ¢
« WIERAE DY > 7))V L 150 pl
< WCH YTy TCEHET BFEOHEY > 7)UE 50 pL
C MERAZ RS TV 2=V v iy FLTHS 1 KiZEBA
TeeE. BL LYY Tcciid 5T b
- MERAZRASEY > TN 2=V v icy bLTH D 3HRZBA
TG EE. LS ELEY Y TINCT 5 &,
CAEOFY )T L—2BXT I Fa— VO FEWITECDOVWTE
BB L,
« — MR ER OB EEIC DV T, /T 2 BRSO BRI 2 2 2
BT,
< IEUWITER R 2155 7o, 9 2 &R OBUREHIIEICHE > TH
WHIRA YT Y AZITD T & MOBENK O HEEA Y TF
AZEDTWDIGE, MM O TFIAICHES T &o
RIEDHR
ProGRP OMIEEA 5000 pg/mL Z# A 2 MklE, "> 5000.00 pg/mL"
DTS TMWEREND, TORKITOWTIZHEITIRE 72X TRREH
WTHRINET 5T &M TES,
BENHR
Y2 TIUE 10 BHICHHIE TN, WIERSRICHIRET R 2 DT T2 D
HEIcREE NS,
FER
HESEARUATHE & 10 5
10 52 A W ThiRnT &,
27V 50 pL AR U C Alinity i @M AT 450 pL 23NN %,
F— R — VR O BEMRIA 2 7 F 7213 QC 27T, HEREANT
BTl WHERZEH L TY > 7IVIEEDS QBB S, s
ReLTHEENS.
TRGER DT B i ORPEEAS 50 pg/mL LU EIE 2 K5 ICHRT 5 T
k.
FRUGERZ A Uk o T anid, fERz 9 2 sl i) a s
NI BT o WIRUTY > 7)VORIEA 50 pg/mL Al TH 2554
ZORIUTHE LN &y BYIRARERTHM U, FllE T 508
Nb %,
TRDOA—H—FFEOFNC DN TIE, T 2 B OBk 25
Wysc e,
Fr)IJL—vav
Fr VT L= a3 YOHECONTIE, [T 2 HEEORURHNIHE% S
Hyazck,
HBarho—VEREL, FYVUTL—ra vzt b,
—E, R ET L v ) TL— a VORISR MES NS &
FORFMET LICF vy VT L—a V2T REIZ RV, RDGE
WKEHFY VI L—3 %79,
SFLvmy FRSOMEF Y ST 5E
« Y ba—)VORPEMAY, ARFICHEN S THE I FEICH DWW T
FE LTRSS OB R 2 AN TV B 55
+ O Fa—)VOEBHEIPH N FIEICHE DO TRIE L TWiR0n
ald. P et 30 HMIc—ElFYy ) I L—varyz2ii5T L,
HIEMEIS 82 RAZ T AIREMED & 2857 D A > 7 F » AREI 2 FENi L
EHAE. BFEY ) TL—ya v EREET EAREEDH B,

mETERZE

Ay bOFHEH Q485 ki, BEEOIY bO—LE% 1
[mET ST &,

JERR RS EEE T EHCHED, RS AT Y b a— )LOIEZEINT
%o

WEHN TR D VO Yy Fa— )VOEMHIPI 2R E S S5 A. HEIC
JGCTayha—Logay fZkic, Z—7w Mk X OE P&
HERMNC DD S a2 b a—)VDRE T LICHKR TRETNETH
%o BH B~5H) MICHED., 20 L EOHIEEIT-> THELNIZIIE
fHZHWT, RSB (=7 y M) Lid5D% P %
RET BIREDHEND %, WYX EIRHIPIZRET 2 72DICH TN
FEHHEAN L LTI TR 5N,

cFyUTL—vav

¥y b

cFPUTL—KOy b

Tk VTRV -V GRUETBES)

- ME R

— R L E BLOHERE IS DWW CiE, CLSI ZIA R4 > C24-A3 %
ZOMDO—BICABENTVAAA RSV EBT 5 L, S

* iR OMEEHTIEN, XoMHEIcay ha—)LzlET 5T ExE
HTVBIGE, Ui OFIECHES T &,

« Y b a—)VORERSRINER TED IETIEL AN TV R 5E
. ELWITERSEMED N TORWATREED S % 2, SOl
JEERLEHCHE S THRIST B T &o HF YV TL— 3 VR ELY
EWHB. FTTINY a—T 4 YT DNTIE, i 2 B Ok
FHHEEBRT L L,

cFLVLay FOMERF Y U T L— 2O EKB L%, 3V
H—)LORERE & EHHIPH 2 R T 5 C &

RBEEEHIRSA4Y

FiEEMHOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{ifl 9% LW TCE 5%, 6

TEREDIREE

AFICFHE S N TV B HREDOMGEEZ S iZ T i 7 v hauicD
W, BEREUHIHED T v A HEDIGEZ BT 5 T &,

(5) BR

TR

AFw &, 4PLC i (4 Parameter Logistic Curve fit. Y-weighted) 7%
HWTFY VT L= g3 V=72 L, MRz2RHT 5,

737

WEMRIC K> TR T Z TR T Z T WERENDH G H D, TOM
IKERENDRENEDBH 57 5 JICDNTIE. T 2 Kds O Budlain
HeBRIBT L,

CRIEfSROHIEZE]

TTIOR LI =2 I3RENEFITH O, Shliak ClE R 2550 21T
LEnH %,

MO RHE R ORHEIC D & SR U 7 i 230 E T 5 2 &
Jili OB RO R 2 A X WA DIE B K T EDTA iRy
Wik 194 N D ERBRZ1T> T, 170 HOHEPEB KT 24 DLk %
G b U AN 20 ~ 631 T 45.7 1% CTH > T2, 30 73 DOFEHEIFR DO,
i, MG E B 10 ROELETT o T % Wi iz 75 i
Uzo MifRIZFABRT 2 £ T -7T0°CLL N TIR(7 LTzs BRI D ProGRP I
JE R, B 2T OT IR LTz, MERELIFIORT . (4
HTF—2Ic&B)

1 iR CIT o oA T RIS D 5 B 95.4% (185/194) &,
ProGRP ¥ 63 pg/mL LU R R Uz, 7 BIA—MIARED 98.5% 1.
ProGRP J£[Z 80 pg/mL LA N Tdh > 7z, HIEIF 36.7 pg/mL ThH > 7z,
1 IR CIT o Te AR T (IR AIMEED 5 5 95.4% (185/194) &,
ProGRP ¥ 65 pg/mL LL R R Uz, 7 B[A—MIARED 98.5% 1.
ProGRP J&fZ 80 pg/mL LU FC&H - 7z, HJfiild 39.1 pg/mL TH > 7z,
I H D ProGRP EUEHFH I (RIERAI L AR I & 2 BT HRIm &
KO B EENEND %, WNTOARF Y b WIS A
i 100 BlOMETTIE. 2D 95% A 37.7 pg/mL LU R /R U L &
ni=, 7

fREERRON il LR ANHIRERG DY A, FE/ NI 0% AL R85 D fn 5 36 &
O EDTA MR T Mk 498 B LT, FHhiE iz w Mk 3l
EMON 2 RIRT . CYttT—2Ic k%)

) Abbott



MmiEREESD 7

=t %)

0-46 46-70 70-100 100-200 = 200
MAEC (pg/ml) (pg/ml) (pg/ml) (pg/mL) (pg/mL)

fRERREA @ 194 778 186 3.6 0.0 0.0
B EE b
BRI 97 70.1 18.6 8.2 3.1 0.0
(3717 82 76.8 17.1 6.1 0.0 0.0)
FoUIEHC
fibih, P
JENHIA AL 104 76.9 154 38 38 0.0
(NSCLC)
ANHT R A A 103 29.1 1.7 5.8 117 41.7
(SCLC)

EDTA m#FAIEED 1R

N—=trkF %)

0-46 46-70 70-100 100-200 = 200
A% (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)

BEMA 2 194 716 247 36 0.0 0.0
gtz

21k 97 557 309 72 6.2 00
(36717 82 634 293 49 2.4 0.0)
FVIEH

DA P

JNHERS A 104 683 202 6.7 38 1.0
(NSCLC)

INHIL I A A 103 184 204 39 12.6 44.7
(SCLC)

a B RERE = O IZ R S TR,

b 304 B0 EF RIS MR R ARE L 3 DOMIR TR L, BEHMSD
M35 35 & O EDTA 13D 7 Mifkld 30 /0 OFEEFFRI O, i, i
kL £129 <IC 10 DL ZI TV B 2 W Ik Mgz 78 L 7z,
MR AR T % & TR THIE LTze WA ProGRP R I Ml
B, O TN SICHlE L,

CHLTFZVIEE RO LT F =2z 1.04 mg/dL LU B &
U1l 0.79 mg/dL LU & Uz,

HIELEDFEE

< A N ORERSEDNERAT ISP ET 2855, IBINORHEZTOH
TERSR RIS B T L BT B,

APEASIE, EIR, HORMARR, BRATRAR L L EhE TREMIC
HIWrd BT &,

- Al —EBED B O Mg B X ORI RIEME D 72 2 TR N & 5,
R L BICREOFHEG MG T 5 L.

- [FA—BH D & O MmiERA MR A & LEiE U TROAS R & 72 % ATHEN:
MNH B, HIFNREDE =2 —WRIROMEI TR T B o bl Uiz
Wz ST 28550, FUCEEOREZGHNT ST L.

- BEERTE DB B BFEOMIATIX, MKEEHD ProGRP EAVEE & 72 %,
MY D ProGRP i & 7 L7 F-= Vil IIE, BEAMEN S %, 8
WM DR R & —F LWwifiirh ProGRP @il ¢k, 2 L
7F VBT S C L2 HERT B,

* RUAE/ 7 a—F)UHikE W BB X B2 X OiREE 2
7zEBFOBAHICIZ,. HAMA (Human Anti-Mouse Antibodies : $i< "7
A MK DEFNTOEIEENDD %, 9 10 HAMA Z & Hskik%
SURE/ ya—F )ik izEy TR LIS, IELWH
EEPMES NI WA B, ©

- b hfE o BRI, R oRES a7 YIRS L, in
vitro DA LN/ 7w AR BA 5 e NH 5, HHENICEE
WEEWIMERELIC E 5 ENBZEHF TR, ORI BTz
BEand o, IELWHIEMMES e WnlgEENH %, ZWiET1T9 1
Hlzo T, MOFRIREL LB EHH B, 1]

s ARKEFw REPBADAZ Y ==V I LENT &,

- ProGRP DIEfEIX. EDOBEICEDST. BEHEENDEEIINT S
BRREREEHLE L THRIRI RNETEL, NAEE. HE0VIEHAERED
NZBEOBEPIRI AV MMCEALTIE. thOBREPFEDERD
ZELGITNEESEL,

- it Fy TR 5 N7 ProGRP ORIEEIE, MEFE, Fvy VU T L—
vaY, dBEORREDENC LD, I LAz R T LIRS
AN

© B AR S ORRIA TR IERIC DY G IR G T D
5 20DT, PHERRICTIEED < ZEN MDA IHRIEIRE 2518 L T
AN b 2 2 &

[ #E)

T ISR U T =2 I3MRENZFITH D, Fitiak ClE B R 2R 2R d
BEhd 5,

B &S

BIEHIPHIE, AL, BB K UNA 7 AT AF v b OPERERFA
HPANIC &b 2 HEAEHP (pg/mL) &9 %,

A3 S OREHPAZ 0.93 ~ 5000.00 pg/mL TH 5.

IERE - BIRM

HiEE NG

Meitid CLSI A K51 > EP05-A2 Icfit> THio Tz, 12 % 1 1y M
W EFy T L= arha—)V#HL TSR 15 TR ZITo 2,
3floar ra—)b, 3o MnsE Sx )Lz 20 HEICHED 1 H 2 [\,
Pl ey 2 EE LR,

HWENFEBME RN R
SR (PHTHSED G mEe) @
YT n  (pg/mL) SD  %CV  SD  %CV

avbha—)lL 120 41.32 1.057 2.6 1.492 3.6
avre—)lM 120 163.93 4.227 2.6 5971 3.6
avhue—)VH 120 2566.85 55695 22 79563 3.1

AT 120 4.53 0.174 3.8 0.214 47
NI 2 119 62.96 1.478 2.3 1.936 31
AT V¢ 120 462004 95508 2.1 116812 25

a WPEENEBIME, FIEMEBE. HAEEEE S,

b WS BNz, CLSIHA BT 1> EP05-A2 IcféV ., HillEL
TeAESUE FRLD LB TH o Tz FIE Uik o 72358 O JIE N B
(GHTREED 1& CV 7.6 % T s N BIE RFHEIE) 1 CV 7.7% TH > Tz,

sk B (Reproducibility)

MeEtE CLSI A RS 4> EPO5-A3 IcHit> THioTz, 3% 1 1y Foif
HoOFyVTL—&, arho—)LEHEHLT. i35 THhHET->
7z 3Bl ra—)b 1 fHlov b ifndE Sx oV 5 HRENCHED 1 H 2[4,
Pl ey 3ENE L,

P DHTHIE MRS mBiED
Y27V n (pg/ml) SD  %CV SD  %CV  SD  %CV
aYho— 120 4061 1478 36 1559 38 2139 53
VL
aYkE— 120 15678 4626 30 5806 37 6076 3.9
VM
aYkhE— 120 244691 61.174 25 70376 29 85133 35
JVH
83V 1 120 5538 2367 43 2524 46 2809 5.1
a OHTRERE IEANTEERM . WERMEERME, HEmBitz s,
b OOHTRSEE GUENFEIMD . HUERIFRME, DemBit, Heaen fR e
ELs,
BIETR
Mt CLSI 714 RS A > EP17-A2 IZfit> TiTo7z. 14 3 my Foatsk
BXU 250K EMEA L, 3 HELLEICHE D it 2f7> 7, LoB (7
Z 7 ER). LoD (BHIREFD. LoQ (E& FBR) DRAMEAELLFICRT,

pg/mL
LoB? 0.49
LoDP 0.69
LoQ® 0.93

a LoB I3t aany > 7Lk 60 ML ERlE LIz D, 95/8—k
ZA YT HEETH S,

b LoD (3MEHEREH > 7L 7% 60 [ EHIE Liz & 2lc, 95%DIEHET
WETEBRNEETH S,

¢ LoQ KIS > 7 )V 7% 60 [ EflE U CEE L, RISV TR
KFFA CV 20% & 7e 3 R NBgE & Uiz,

) Abbott



k%K

kK

Kk

[EEEk

Hahid CLSI 71 K541 > EPOB-A IS TiTo Tz, 19

Ay ME 0.93 ~ 5000.00 pg/mL OFFA CrEAEZ R,
n7ERRR & MBFIRAFDLEEL

fi¥s & EDTA MO RT BikZ il L <, WEMEDOHRZIT> 7z,
J7iki& Passing-Bablok £ i\ 7z, #16 NSCLC, SCLC. RPEfifesfste
ORAZH Uz, #RZLIFITRT,

fiE

il

MAEE (95 % MK @ (95 % =HXIHD @ HIBIFRE (0
301 1.14 1.31 0.99

(1.12-1.16) (0.39 - 2.20)
YU BXCIERAED DI U TR aiise iz 2 L s Ve
Rl
HERA M ER A
- MiaH& CLSI /71 K541 > EPO9-A3 IcHt > TiTo 2o 17 [l ki
Passing-Bablok %7 Fiu 7z,

B on HHBAMREL Uiy fEE IR
Alinity i ¥ A7 L i pg/mL 142 100 267 099  7.09-
vs ARCHITECT 4934.23

75 AP

- EIA V5 & OB DM 217 5 7z, 204 Bl Otk D iR BAE S, AH
BIRED r = 1.0, BIREARIEy = 1.0x + 0.5 TH > 7z [El/TE
Passing-Bablok %% filu 7z,

BIEROEAEYHE

Fr VT L—&, 2y ba—)VOREE, NIV THRE
NTV5S, tEAEHESIE, &K ProGRP 72 2 278 7 BZEALAI (7 > Hi2R)
2T Y LY TR ML TR LTV 5,

(fEA EXIZEERL EDEE]

(1) Bk L (fERRRALE) DFE

- EE ATy FOWETE. © MRAZEO S, TRTOE MR
L IBTERERE ISR E NI, ITEMIC RS B
% &# % T, OSHA Standard on Bloodborne Pathogens I fit> CTHLD
o T by BRMEMEZ ZTWE, ZORCDHSE. BRMEEICT
RENTWEICOVTE, A AT T2 LNV 20 T3 E, i,
R & BRI 3 A A2 A 77 4 e BT &, 1821

ATy FPORETIE, & MRIKZIO B S, Biikid, HIV, HBV,
HCV DR OBNNH B ED L LTIOHS T &, MEICHz->T
& EROERZRNY BTz, HEHOBK, J{EL A7 BRI
BTFRZEHRL, Ok 70 73 thiknc &,

< DI S THRINC A o e AICIEIK T HIc i F o2
BRIV, BEDNHNEEMOF Y TELZITET L,

s FPUA—ETIVAVEERTH S, EHICHRL T, DY E R
IKELIED, HIEASTHWE SR 2T &,

< ARMIE THAT ZEBICE. RERIE LT DM F P U Y LS
NTCVBEDONH5, dHliE. (R - BEF (Fv FOER)] 7
3 (B BE (REAR)] 222 L, L ofkillic X oI
I MEDTRNAZANFELET B, WO S BREHRHOELK, REL, ~ A
ZERFEM U, ZBK. IREEWA LN &, WA X ORI HE
Yk TR BT L,

k%K

k%K

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, g

25 AFIAVFTVOY, ThFUECI2-1452
W7V A=)V EET

H317 7 LIVF—MRMRIGER § BTN

H319 A AR

H316 % TR 0D Rz I

H402 ** KRN E S

H412 EIRGEE 2 X 0 kEEYICE S

RETER

P261 SAN /RS AT L—DOWAFRF B L,

P264 HditsidFae L<Pks T &,

P272 GRENTANERBEEE DO E TN T &,

P273 REAOflZET 2 T &,

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

[S2EE

P302+P352 RIS LIGa 1 ZROKTHERS T &,

P305+P351 +P338 [HRIC A o 72458 L IKCE RIS kS T &,
Ricay 2y LY AEZEM LU TOTAZICHE
BGBRNT L, TORERG RIS &,

P333+P313 RS EZIRENE TGS EROR
0/ FYTRRZFBT L,

P337+P313 IROFREAE 56« REIDOZEE / FY T2l
5Tk,

P362+P364 BRENTAIAZBE . TR 258 3T
BT L,

BEE

P501 | /B E YR TR 5 T ks

% EC 1272/2008 (CLP) % 7zl% OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 Zi#Hd 55 EIdi% Lz,
%% EC 1272/2008 (CLP) ZEAd 25 EE%4 Lxl,

ROKIIIC BT B FMer TN, PR s :

25 AFIAVFTIBEY, TEFCI2-145E 2
ROGERFSEC IS B i FHEE W, H$EA2 /< d : [MICROPARTICLES | w7V AV EET

H317 7 LIVE—MEE RIS R T §B TN

H402 * IKAAINC A E

H412 EHARRGIREIC X D KAEAEYNC A H
B AFIAVFT VUV EEGE RENK
H317 7 UL E— RIS T B2 P261 SAN/ZER S AT L—DWAZRT BT &,
H402 * KA A P272 HRENTAERG G S SR T &,
H412 EIAKGII I X D IKEEINC A H p273 BREEANORL 2T 5 T L,
RaTE P280 (RAETFLS / (Rl / (RBIST 2 ST 5 C &
P261 SAN /RS AT L—OWAERI BT L, [ERIEE
P272 HRENIAERBIEESN SIS VT &, P302+P352 BRI 135 LIHady © ROk TS T L.
p273 BEEANOR 2T 5 T . P333+P313 RS R E T2 EFRBE N E UGG R OB
P280 TR/ R / RS 5T b, W FACRRUSC L,

P362+P364 ERENTLBAZIE, FHER I 258 13T

ZTBHT L,
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BEE

P501 | / A3 WY 75 5k CHERT B T L

¥ EC 1272/2008 (CLP) 79 2 5E13i% 2 Lixw,

ROMFHAUC T B EBeA HIERH, ERFE%/RT : [caL[a]- [cAL[F]

*PEFRMECOVTIR ) BELDFEZZMI B L, £, #RT—
22— (SDS) BHZHERTLLLHE TSI ET L,
BRT—2—hk (SDS) IKDWTiE, AA MY —HYR—htra—IC
BHWEDE IS,

BB D22 4 F O EDFHNC DV TIE, 9 2 FEEF DIk
HesidaT L,

(2) ERLDEE
—RGIERER

o VIFLYNIT IR AFIVAVFT itk .
Oy, T hESAECIZ 145 2 @7 L a— LR G SRR ST AR L 2 £
5 v PNEIERESF Y b OREERE TR LANT &,
H317 Tblbq:_,légirgﬁm%i@:—g—ﬁ%h . Ii]*@ﬂ“/ }‘ﬂ;ga}gﬁﬁfaﬁﬁ‘f%gﬁﬁ%i%/@?i Lixdlzznc
H361 ABEREE 7RI D EH D B Z N DR o
ta02 AL ﬁ%ﬁﬁ%@}ﬁﬁuff RO E FEDAIIBIAI L TH<
e e - A= e RCRM U, Kbk P IR EIEA 54 C
Ha12 LRI & 0 A I TS b RNCHNT O A% FIeritt, 5 BIEEERT 2. KicRo
RENH _ EFEMIC LT, E 5125 MR 5. N A— kY v V0K
P201 AT BRI B2 AT 5 L, MV RIKICIT RS & ST 5T Lo XA Z0S—F 1 2 )V,
P261 SAM /S AT L—DRAZRT BT BRI FVOHZEICHIR T 2 C eD D272, TOXI IR
P272 R E NTAEERREERA DI E VT &, ML TH < BEDD D,
P273 BEAOGLZRT 2 C L, S RFMORERE LT, 3w FOFIKIHICDH B PUANT = v Z Rl
P280 TS/ R/ RABTE IS 5 C L. FEvrEME. s N
EEE CIRAMUZERE A — R U DRIV EC TV EEENH B 728D, 11T
il —— TARIET 1| I 2, FanNil & B D%,
P302+P352 BB IeiBE | SBOKTHS T Lo CBEER— R UREE LT UE S A, TAVE LTV B AT
P333+P313 JERIME @B D E TG EROR> DB, VITIIRAET 1 B X JAAEZ 2 DR,
HITACRRAC L. _ AFy b ORETEOFEEZI BHONB B, H— U v IHORK
P308+P313 ECERE T CROMIN D BHE : BREIOPZ SRICTARMEES B &L WERAIANE U < (Th NI O | RASR
B/ FHTRRIBL, U, TELOHIERSRAYE S VRO ATREED S 5 o
P362+P364 ERENTLKBZIE, FHER 258 3T SRR O W OO OWTIE. i 2 RS O Bl & 5
ETBHTL, BT BT L,
B _ ‘ HEORE
P501 | / AR YR T TR 5 T ks R SRR R LOLEE
% EC 1272/2008 (CLP) 759 25 aidi Xy Law, FEE 280 ERNRECT rCI el 5 &,
ROMIHUCH T B bt N 1E % 73 [conTroLL] VTIRIECIRIFE AT
[coNTROL[M][CONTROL[H| Tholzidh—1rV vy
F. BHATICEESR T 10
IR L 37 C 72 IkRE
T 1R BT L,
PR AN=——NE]
wE VIFLY N T I VIR, AFAAVFT T e _
Oy, ThEIALCI2-145E 2 7L a—LES BEE 2~8C EHBRET ITTREBTRIFT 2T &,
& VTTRETRIEE LT
H317 7 UL MRS T T B2 g;ﬂ%};%f LA
H361 R RO B RO B NORE. RO
% — A D ST & % PhRE
402 AT DH{LE < Tt WD
H412 RIRGEHR BT K D IREAICA Fow TRSHAE Y v T
RENE S LN E 2
P201 (TN RS B2 AT 5T &, AR LT E F R B 55 OIEHEEN DI H LT
P261 SAN /G AT L— DR ERT BT L, 79 %, AR DD HI L L X, HILVSHAIF v v 7T
P272 HRE NIMEERIIEEED S RN T &, %ijfb jTE§ i.g: 8CTHRIEFT BT &, HdD DD H pﬂ%{?
5273 ORI T2 L. Zz@ﬁgéufhh%%ﬁOtb\%&@ﬁ%bb%$?ﬁh?%;
SHETAS /(D SRR A - °
Feso PRE TR IR EIRB RS 5 2 2. B R B RO T IOV T, M 2 OIS
ISR ISR BT 5T L,
P302+P352 FRCAE LTcha  Z2ROKTHkES T &, SEOBIL
P333+P313 BRI E 72 RN E UGS EiiD2 FrUTL— g VTOTS—AE LA, O ha—LollEdb
R/FACERRBETL, ] AV ST BB OE, RENHIEL T B TREMENE R B R
P308+P313 BHREBEROBEND B4 1 KO %o BONIIEFEHEMN L L, FlER1TS T Lo BB UTH
B/ FHTERIBI L, FyUTL—vavETIC L,
P362+P364 ERE NI AR E . FHES 2581 3V FSTINY a—F 4 Y AICOVTIE, T 2 OIS 2 B
ZIBHTE, T5HT L,
Bz Fv )T L—2O%(R
P501 | / s 5 L CHERT B T L. - ZOF EHEAAREAHIATS 5.

% EC 1272/2008 (CLP) Z@EAd 25 E5%4 Lxw,

© 2~ 8COREGTAN I U7, I QIMEHMRETH %,
* FEARTCER P NCERERA (5~ 10[ED §5 T &,

) Abbott



FrUTL—2DRE
cF Y VT L—RBRETEIAT ST Lo
AERIRR A TR LanC &,

CRIAIRE RO (AR AT
KEH 2~8C FEMHIRE T
FEE 2~8T AR E T B LW F v v 7T,

HZZxEHADTRIET 3
Tk,
%X 2 ~ 8 COMRTE
WHTCRT T &,

Fr V)T L=, BRIty SUTHSEONTETH, WEINT
WEWKIE LT RSy F U7 ENTW5, BERBDD S5 CHED
LNRENMAZBA S L, BIREIOFY ) TL—2 2 TE R
ERET, REMMIZT v A5 A—Z L E— MIRERBEN T3,

LEVEAR ORI DV CId, 1T 2 IO IS 22T % C
ks

7wt AR5 A—=ZDHIRNCDOWTI, i3 % H2s OBk E %2 2

W3zcé,

Fv¥ )T L—2OFERFIE

cFy VU T L—Zomy hESIE, Fy VU T L—ZORICHRENTY
BN—0— REHVWTRET ST ENTE S,

cF Y V)T L =R T —=ROREICOWVTIE, T 2850 Hka &
BT LHT L,

cF YV T L —2DLF =X —JEB I UOERAND LY N LDV T
&, AT 2HEROBUEIAR 229 % &,

av bOo—ILD#(E

- ZOFEEEHAHEREATH B,

+ 2~ 8COMMFHIM SO LT,  ICERTTRETH %,

- WA RICESRMICHRENRER (5~ 10[[) 452 &,

Y ba—ILORE

« OV b=V RGTHERLAT 5T &,
fEFAHIRZEA Tl LanT &,

CRIFIRE RN A7 EOTEE R
KREAEH 2~8T ERIRE T
BEE 2~8T IR T =2 PO TIRIET 2
bl
% 2 ~ 8 COIRTE
BN T &,

ar ba—IVoOERFIE
caYbha—)VopERZSIT S, RMVEEEICLT, Yk
o—)VL%& 8., a>hru—)VMZ 8. 2> hua—)LH7% 8.
FTNZFNZLS T BMEDY VT IVIy T R %,

Y hAa— VDX —X—=FEB X UEIRADE Y FTIEIC DOV T,
9 2 EROEUEIIAE 22T 5 T &,
FyUJL—%, aAv bao—bn%ie

W, RO, Y. Fr )T L—ya YA ENE SRV, O
¥ b a— ) UHVERRIPH SN S 7 EDRENRD 5N E5EE, Fv )
TL—a2pary ba— VBB L TV AREENH %,

(3) EELDIFE

- BefAricid HIV, HBV, HCV SSDREDE OMEET 5NN H %
DT, BER. HHEHaE R G RERERT VY L (EER
& 1000 ppm, 1KLL RIRED £2@37V2VT7 VTR 2%, 1
WEEILL R IS K B HHUM, HH0IEA—F 7L —7 (121°C,
20 LA ) IS K BWEIZITS T &,

-G K UBMAS R T 2 OE. B O S X O B
T B KEVGHBA IES ORI > TIUEIT 5T &,
 FREED BRI U T, TRILL T2 7AW TR L
TREL L 7= B3 2 Vel CIUE B 7275, & BIC 0.1 % it R ) +
VU LA E DY) E A TR E WS T & MEEIGEYI R RE
H (TR 22 Jkn ) ZEMLTrs i,

< ARHETHMT 2SI, RERIE LT T FU T LAEE
NTWVBEDNH%, afflld, (AKX - #BEF (Fv bOER)] 7
& [RE - AE EAD] 2852 L, 7V FU T LI,
BVE. SIS LS U TR DRIET Y RN T 5T LB BD T,
FERT B IAICIE. KEOKEHICIHT T & RERPEFITHEOREM
OV, AT 2B OTRHINEZSRT 5T L,

(FriEAE. BR0HAR)

i WA AR
adEF Y b 2~8C 18 & H
TR H—
}U;i L M) H—DOEFIRL, bV H—ONER RS
{EHIARRIE, Al EoREN TV,
ez Liv)|
caEEF Y B HITHTES 9P32-02-01 100 HAX 2
AT IS—F 1 T 66mL X 2
cavYak—r 6.1mL X 2
- BRI 59mL X 2
(REF 09P3222)
- FLRYH—H 975mL X 4
« RUA—H 975 mL X 4

¥ Alinity i ¥ A7 Lz TR ZE W, JlFeb Ofcdihic By &
eI,

(FEXHA]
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