|CDBEFRXE L FATHSEALTIREL,
NS RES

ok 2022 8 AET (B3 hR)
* 2019 FE 12 A%ET (B 2hR)

BIEARSEassE RS 221AIAMX00001000
Alinity®
C-RTFFFv b
C-NTFF7XRvbF

(£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,

< AHETHM T B, REFIE LT LT R Y LDE R
NTVBLDNDH D, o THPITANTZ D BFICAE LI &I
&, K THRICHEVIR T FOISRIEE 21TV, BENDHNEEERIDO T
YTHERZIFZHT Eo afilid. [FK - BEF (Fv FOEA] 72
& [B% - BE BFEHER)] 229 s2 L,

- fEH 9 2 AR D R L UHERSIE 2 L <A TH ST %
c,

(eI - #8&F (Fv FOER)]
Ofd3EFy
« XA 7 S—F 1 7))L (MICROPARTICLES)
ik b C-RTF B AE /7 a—F )UHIREREREER 7 (o
HY) : TRIS $EfEk #1474 : ProClin 300, ProClin 950)
« av¥a—bk (CONJUGATE)
7)Y LEEie b C-RXTF R AT/ Za—F)ufifk (it
DOEEY)  MES $Bfiie, & > /87 A bkl (7o dsk), SmEt
Al RS 7T FY L)
« AT FRIE (ASSAY DILUENT)
(F&EHY - MES 8%k, SmismEs. 2 7 8HEA (72,
U ARR)  #FH] : ProClin 300, ProClin 950)
OFL +YH—* (PRE-TRIGGER SOLUTION)
il Wi S
OV #—* (TRIGGER SOLUTION)
EaEaEY  KEEF Y L)
¥% S L MU H— FYUH—IEAFP 7Ry s (KEFS
22300AMX01224000) THERE NI Z @RS e LTHVET,
Alinity i ¥ A7 LHZTHEHL7Z2E 0, HIFED Oz BRWED
"L 7ZE W,

(EREK]
1, USRI D C- RT'F R Ol

(Al RE]
fesfFeeiuseliEis (CLIA )

jd
C-Peptide
09P36
G06334R03
B9P36J

(RFLDEE

(1) EFHOMEHE. FIE
RikiE
Ay b CRROMABEEHTHC LN TES,

fOFHADRAFEDERIME L, A+ PTHEHTES T L 2IERL T
0,

M / e
Hefht PR
i i
Sy LA D
M EDTA 71U 0 L
~RY T F L

VAV IV o RN
VAV IV VE Sty NN
Tl F NI L/ ¥ aiEhy YL
AR Y F L (SESEEIA D)
cARFw BT, 7TV YUY LAY OIMIERINE X EH TER,
CFETRICERIN U MR, £ Mg, g, RS ORI B
BAFy ORI E N TR,
* WEROFUREF ZHH LTV 255. MEDHEIRE NS C & THIER
RIMEDIT IR B AHENEN D %,
- AR, MR Z XA B HREZ R 7220 O T JIE DRI,
MADAZICHIMEN TV RO TH S T L EiERET ST &
IR
AFw N ClEMAE UT 24 BRZMITT 2 T LMW TE S, FRBRIRIE
TERRARR VNS 24 WL EBR U, SRR LRV & FREL
g 2 ~ 8 CITIRFT % T &,
REDEMN
cDIFRERA LN &,
AL TR L L 724k
o P—)V LIk
< F UL IR U TRk
- IS MICHEYERDFED BN S ik
- IERERHNERS R 2155 728, BIRICIE T « 7)) >, JRiliBR, Zoftho
TN EFENTONIRNT 2R 5 T Lo HUREFIS M s i)
ICKZMEEZZT TS EEOMERAKE, MNERICHTEEL TV
BNeHT 4 T UHEENTOBHEENEN D %,
s BURBIOTBY R S Tedd, N TOERY hERBEXRY vFv T
ZHEHTET L,
REDRE
 FRME O FICER L Cld, $RIME OELECOBIRFIHEICHE S T &,
BHENC & 0 BRI 52 08 L 72720 Tld, BitkE LTI %1213
Lt THs,
- BARICTENE N T L RTERT 2 L, 1aMD 2 5E I IERNCHIET
RO ERLS T & MKEOERZR <TodIc, Mk &Ik LA
MEEHdT5T L,
IEMERER R 21535 128D, ROBARIGIE RO 2 2 &,
T4 TV, JRMER. FOMMDORIAYE Gk
E DT 07V, RiuER, ZOMORBEYINRD 5N BLEIE, HIE®
DS BENS, EDFRIVT v 7 A FH—2HWS 0, 10 [BliEH
LT LICKDIENTZ T L,
BHERMAIZ LU RIS > THERT %,
- HSMRRIE, R BRNC e RICRERT B T &,

) Abbott



- BUERLR L 72 RiR . ORORIVT Y 7 X3 F—Z WS, 10 [
W19 % T LIC K b THITiRRIT .

- MifhZ BHCHER L. BIRICE> TWAIEAICE. H—Ick2 E TR
RId %,

s BAD TSR ENTOEWVES, ELWHERMNES Nawalhelt
N2,

BRI T 7)) 0 JRILER. Z OMDOAREMNEEN TV 255138
JEE O BT L.

AR D P )

s MAEELF =TI L, 27&< &% 100 000 g-minutes TiEL)
HEd %,

- T ORI T 9 E O BN & ARG )] (RCE) Ol EHED
B2 FICmRd .
EOOHERERIE RCF Z7tic AR ORMER TR 2 2 AT E %,

RN () = 00 000 gminutes
RCF
O HERER (99) RCF (X g * g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

¥ IEMRER R 2182 7o, #Y)sF 2 —7 2L T, 2500 RCF
PLET, A< % 100 000 g-minutes & 7% K 10 EET 52 &,
RCF = 1.12 X rmax (rpm/1000)2

RCF - JEL IS B N 2 AR E DT T,
rpm - 1 7MH 7z Oo—X—[EiEE (RO TT

VENEIRENTODEEE rpm TH ),

EUL BRG] - 05 BRI B — 2 — D[R H YO RCF 721
rpm ICE L TH S0 Z RS 2 X TORE &L 95 C
L,

I'max - SUA=MVTRLIER—Z—D 1%, F I HHT X
T — (WhEREFRER) DA 550, F
£ (rmax) ZHADTHMEL B Y A—M)L), RCF
ZHIT 208 NH B,

g-minutes - RCF (X g) &idCvorifiise] (O 723 U B Hif,

WA E, YTV TERGERBE SIS LIV 5,

HEEE D RS B N TR DL BECIE . IEEZ & £ R WMk
DHEFET %,

BRIFDREFRME
Bk iy RN Zofh
1M / Ml 15~30°C 24 K 8 R LA HIE 217

ORI, E 72
M#ED S e, AR iR,
TR ZRE T A T L,

2~8C 48 I A8 E R DL 8 72 11
bizvikl, g E -
W EED S ifnff, FRImER,

DEEZRET BT L.

M E 72 i s 5
B, JRIMER, 73 BfEH17% bk
Egrce,

3 r AR IRAE LTk
RDOBERE IR A
SNishotc,

-10CAT 37 Al

24 WF R D ERELSE 1 1%
24 WE R LA JIGE 2 17
bV EIR. -10°CHL
TCHRRMFI BT L,

R 2~8C 24 5

3 7 HRBRES TR L 7R
TRDPTEREFUSEEII R
SNEhoTz,

-10CRLy 3 A/

3 [z A % WGRLR O DK LT 5 T L.

IR DEESRM
HEIRRR AT & CREAEIEICRIS LTc ik, £onzfro T &,

(2) WHEME - HEEF
TTITRLETF—2IIRENEFITH D . Bhiids T3 R B2 R
e %,

F54E

FEHE CLSI HA RS+ > EPOT-A2 1t THio Tz, L A2 LU FITRT,
BRI

et T SEAEICRE (%) @
~NEJney 500 mg/dL 101.8
vULEY 20 mg/dL 996
) ZUES A R 5000 mg/dL 102.3
AVITE (e bTIVTIY) 12 g/dL 919
1 7 P 100 TU/mL 93.1
HAMA 1000 ng/mL 99.7
IRIEE 0.4% (v/v) 100.5

SE3IfE (ng/mL)
A (ng/mL)
THEIE (%) = $RTOY > T IVOEIEED T/

by KT AS 200 ~ 800 1U/mL D> FIL T, THImEIE
1893 ~809%TH -7z,

AR (%) = X 100

IR
e RS PRI (%) @
JL7F=Y 600 mg/dL 100.7
IE3 6 g/dL 946
Ja—A 300 mg/dL 100.1
e vy L 6 g/dL 95.1
Ve AN 6 mg/dL 100.1
FfER 20 cells/pL 100.1

FE (ng/mL)
H3mME (ng/mL)
SRR (%) = §RTOY > T I)VOEIERO T fE

PEERY

FiEtid CLSI 74 RS54 > EPOT-A2 ICfiE> TiTotee | F¥ U T L—%
ABIUY Y T INCEERISEZ2 R ATRENE D 3 2 Y 72 DL ISR I8
FIckB KU, AFy MW THIE Uz, fERZLITIORT,

AR (%) = X 100

e R (ng/mL) SFERIGE (%) @
LA YR) Y 8660 0.00
%= 10 000 0.00
ERTRA VA Y 100 12.80
vrLFy 15 000 0.00
VY RAYY-C (GF-1) 1000 0.00

e 7V TRERE (ng/ml) —
JERIT > TV OFIHEM (ng/mL)

SENISHE () = CERISHIERTE (ng/mL)

X 100

(3) Znfth
AFw M3 Alinity | A7 LORHETH 5, i, BeticBRVED
BFLTZEN,

(R - BE (&F5FH)]

(1) HRORHSZE
FAEIZOEFB,

(2) BEZRE - 84 - ABE

ARFV AT YRAT AV

+ Alinity C- X7'F R « F+ U7 L—% (Alinity i C-Peptide Calibrators,
UGS 9P36-CAL-01, REF 09P3601)
(TaEaEY ) VRGN, HEF NV T L RSy < i
W, EHl, Be ks C-XTF R {14754 : ProClin 300, ProClin
950)

) Abbott



Fv VT L—RORERL NIRRT,

=i

Fas= (ng/mL) (pmol/L)
30mL X 1 0.00 0
30mL X 1 0.05 17
3.0mL X 1 0.24 80
30mL X 1 1.20 400
30mL X 1 6.00 2000
30mL X 1 30.00 10 000

+ Alinity C- X7’ K « 2> hu—)l (Alinity i C-Peptide Controls, #f#
%5 9P36-CNT-01. REF 09P3610)
(FEaaEY ) VEBRER. EEF YT L mEaRNELY < il
W, Al Ake b C- XTI F R {14%4] : ProClin 300, ProClin
950)
O b a—)VOERHIP & 38 K F OISR LLFITRT,

ng/mL pmol/L
IR EBEEIPH g PR
RE [conc]| [rANGE] [conc]  [RANGE]

80mLx1 100 070-130 333  233-433
80mL X1 400 280-520 1333 933-1733
80mLX 1 1600 1190-2210 5333 3967 -7367

FoARICHEEIN TV A Oy bo—)LOEBIEIE Ty MEERNT
Fa<, B UTOEMEMZRLIZEDTH S, Siiskics
WT, AFICHBE N TV 2 EHFPADONMIT, i K Uik
ICHB B EHHARE T 2 C L 23R d 2, 5 Y] B e 2 3
T EHDICEEIANSEHEANE L TR TFHABFENS,
cFY)TL—vay caviha—ibay ko EEay b
cFyUTL—&my k- B
BRigk CEblzay va— LT 5Lt TES,
+ Alinity i HIERATGIRK EFS 9P15-40-01)
© BEAREEET (Alinity i & A7 L 79 M) D LEET)
FEAR OIS R B /R g B IS OV TIE, i 2 Bt OBlHIE S
Wz,
A VT F VR EIREEESITOWTIE, i3 2 s OB & =
ST BT &,

(3) RIEHBRDBRIEE

WD TUEZITI RIS, RFEY VAT v AT 7 ANV 2RI A VA
=g 3L,

TovEATT7AINDA VAN VHEBXUCT v AT A—2DE
TRy BHEJTEOFENC OV T, [T 28EONEEIHE Z 2T %
Tk,

7w AT A—=ZDOHIRNCOWTIE, i3 22 OBIGAEZS
B3z,

AR DOBAEICBET Z5EMC DV TR, 9 2888 OB & 2 S
5L,

BunZi

7wl AIRT AR [REROHL) Z2EHT 2 MO T B,
A -

TR (WIRGE DAL X 2R = AL (R DHAD
MR E DHANL 2R AR ZE % D HAL
ng/mL 333.33 pmol/L

(4) BE (BE &

L Fy V7 L—% (G, BEFERK, <1 78— 740 7)., 3
VVa—b+E5:18:10: 10 DEETHAL, UTDE B KIS
IH5,

Ty )T L= RICBETRRL O A 7 a8—T7 ¢ 7))V EIA, K
HEE 5,

CRRSHIZRES, avYar— N ENA. KISEE 5,

c RSz RES, LR A= 100 L ZhIZ, KIGSE 5,

« MU A—300 pL A, KISERP ORI GFER 400 ~ 500
nm) OFCHERET S,

2. C-XTF Nl L FOGREDOBIHRIARS SNEED A 'Y —ICA
HEN%,

3. M MERAIC DV T . Fv U T L—X ERKHC 1 OIEZITV,
FHMENHE TN, HEORXAETY —ICEEIN TV RERIC K -
T, BIEHD C- RTF R %KD %,

4. RIS DN T 10 fBERIMLIE. Fv ) 7 L—X &R 1 O
R TV, FOCRENHE SN, EEO AT —ICEEEA TV S
BERUC K > T, MEHD C- XTF Rl RD S,

AEE

WEFNADREHNIME I 2 AR DHUAIHE 2 ST 5 C &,

CTURAF 1 — T E e TRAF 2 — T 2T 256, miERD T
ThsT LR B2R0EMNH D, (FHT 2 HEEOHIHINEZ S
TrCTL,

- RO B2 T RIS T B 728, WERBARTCY > T VA T
Y ROY Y TV A-> TR T L EET 5T &,

=8> T IV Ay T TORKLEREELL : 10

i, ifhE

TR, EBICET B5A
« WIERRIE DY > )UEE D 75 pL
[ CY YTy TTBMIES 258 00EY > 7)Uk 1 25 pL

ST YTV R =Y victy MME 3IREILINICHE S B 54 ¢
* WIERAIE OB > 7))V ¢ 150 pL
[T H Y TIVAy TTIBIMIES 258 00EY > 7)Ukt 1 25 pL

AT YTV R =T ity ME 3HMZBA THET 255 ¢
CHUL LY Y NS %,

R

C . EBICHET B 55
* WIERAE OB > 7))V 100 pL
[ CY YTy TTBMIES 295 00EY > 7)Vk 1 50 pL

T YTV R—Y victy MME 3IREILINICHIE S 554 ¢
* WIERAIE OB > )V & 150 pL
CHCY YTy TTIBIMIE S 25 & O3 > 7 )V E 1 50 pL

Y YTV R—Tvicty ME 3HMZBEA THET 255 ¢
cF UL ELTeY > TN %,

CAEOFY )T L—E2BRTIY Fa— VO FWITEICONTE
BT BT L,

- — IR BB ORI DV TR, (S 2 FERR D BRI & 72 2 i
ERCTeRaN

< IELWHIERIR 213 2 7l (9 2R OHURSIHEFICHE > TH
WHIEA Y TF VA RITS T eo MROBIENL OREEATF Y
AZEHTOBYLE, YRR DO FMUHES T L.

BRIEDHER

i, i

C- T F ROMEEA 30.00 ng/mL (10 000 pmol/L) %tz ki,

"> 30.00 ng/mL" ("> 10 000 pmol/L") D7 F T MFEREND, O

KICOWTEFARZHOTHHIET 2 LN TE S,

FER

HESERARUG R © 2 15

E2 MG A B WHEITS & GRFE> 50%) HIEMDE< %5 (>

15%) HIREMEND B,

Y27V 75 pLicxt U Alinity | HS@EMAATIRE 75 pL Zimhnd %,

F— X —VER T DB EMIA 2 7 E 721& QC 27T, WHGHEE AT

BTl HREREEMLUTY Y VSN EHBIMC TR TN, Ak

RELTHEENS,

TG Z T ZHTOREMD 0.03 ng/mL LLE (10 pmol/L LLE) 1

BBHEICTHNTB L,

TRUERZ AT Uk o Tethaid, MRZHE S % ail# Y ameER

T BT Lo TRRUIZY > 7IVOREEA 0.03 ng/mL (10 pmol/L)

KiTHBHE. TOMBITME LT &y BMYRTHRELETHRL.,

FES 2 08h B 5,

) Abbott



IR
24 BERRASAIZEENFEIR T "URINE1: 10" ZBIRL CHERAIET B T &,
BEIER
YT 10 FHICHERIE SN, WERBRICHEREGRZ D 7R IEH
HEicEHE N5,
C- R7'F R OJEfEA 300.00 ng/mL (99 999 pmol/L) %z % 24 IR}
MIRMRAIE, "> 300.00 ng/mL" ("> 99 999 pmol/L") DT T FMERE
N3, TOMEKIOWTIFHRRZAWTHRAEST ST & TE S,
FHER
HESEZSRRUASR - 20 £
Y27V 50 pLicxt U C Alinity | @A 950 pL ZiRind %,
F— X O BERA R T F 7213 QC 2T T, WGRE A1
5T & MMMGEHREMHL TY Y PVIBERASIMCEB I N, WERS
e LTHE NS,
TG 2T ZHTOREMD 0.03 ng/mL LLE (10 pmol/L LLE) 1
BBEIICHMT BT L,
TMREERZE AT Uls o I28550E, MR ZRE T 2Ry mmis s
T BT L, WRUIY 7 VOMEEA 0.03 ng/mL (10 pmol/L)
K TH B G, FORMBITHRE LRV &, MYATRRER TR,
FIET 208N D %,
FTIRDOA —Z—JTEOFHNT DOV TIE, i3 2 B OBEkHIHE 5
Hyzc e,
Fr)IJL—vav
Fr V)T L= a3 VOHFECONTIE, [HHT 2 EEEORIEEZ S
Wz,
Haryba—VzilEL, FyVUTL—yarEiiidT5HT L.
—FE, BREGIE LRy U T L— g Y OREDEEICMEE NS L
ZOBBFIWET LICF YV T L— 3 VEITI RER RV, ROLEE
WKIEHEFY YV T L—ra v z2ito.
cFLvmy MESOMIEF Y SR 385G
c Y ba—)VOREMD, AFICHEOE R TR TFRICE DN T
B LTRSS O HEip 2 AN T 3 55
« Y b E— ) VOEIHIPZ R FIEICE DO TERGE L TWhiang
“iE, et 30 Hfic—ElHFy V7 L—a v &5 T &,
PE VS 587 NAZ T AREMED B 250 D A > 7 F > ARSI FLhi L
et HEY VT L—ra e B e AR D S,
mETERE
AFxy bOFHEH Q4850 ki, BEEOIY bO—LE% ]
[mET S &,
JERR R BT EHCHED, BB AT Y b a— ) )LORIE BN
%5
WM TEICHE SV Ta Y b — VOB MEH 2R ET 256, SHEIC
JGcaryra—)logay cZ IS, Z—7y Ml X O PR
FRIICEZEOH % 2> b O— )LD T LICKER TRETNETH
%o BH B~5H) MICED., 20 L EOHEEIT-> THESNIZHIE
fHZHAWT, RSN (Z2—7y M) id5D% (Hip) %
RIET BIREDHEND %, WYL EIRHIPIZRET 5 2DICH TN
FEHPA L LTI TR 5N 5,
cFyUTL—vzv
s al¥En Yy b
cFy VT L—&uy b
cTaby YV TEY a2V RUT RS
- MERAE
— R S E BLOHERE TS DWW CiE, CLSI iA R4 2 C24-A3 %
ZOMO—FFANHENTVBHA RSA v esids L, 2
- MFRORSFEEPTFIED, K osBIcay ha— IV EHIET 3 L 2E
HTWBGE, Ui OFIECHES T &,
« Y b a—)VORERS RO TED IERTIEL AN TV R 5E
. ELWITERSEME SN TORWATREEDN S % 28, &0k
JEERLEHCHE S THRIST 2 T 8o HF YV TL— 3 VR ELY
ENHB, bT TV a—T 4 T DOVTIE, T 2 HEROIK
FiHEEBRT L L,
cFLVLay FOMERF Y U T L— 2O EKB L%, 3V
O— )L ORIERS R & SRR A T 5 C &,
FhiFCESTzay ba—)hid, BETOH A RS A 20 HERERIIC
M- THHT 2T &, BMiRTEDIZT Y b a—)ILOELFHTEIC AL
ENTVWZEIRIPAE, HETEEME LTEHT 3 &,
9 % 3> b a—)bDOX—AFEDAREF ORI U Ty Th 2 h
ZHRT BT L,

BEEEAA 1Y

FEIEERDNA FT4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices’ Zflifl 4% C LMW TE %, 3

TEREDIREE

AW EN TV B HEREOMGEEZ F ik T o HJao 7 a k a)licD
WTIE, HEEREURSIAFE D7 v LA PEREOMGEE 2B 5 T &,

(5) &R

HE

AFw i, 4PLC i (4 Parameter Logistic Curve fit, Y-weighted) 7
AOTFY VT L=y a =7 =R, #Rz2HIET 5,
HAOZERICOVTIE, ) MERBORMEE BEUOERZSIT S
Tk,

757

WEFRIC K> TR T I I T ST NERENZHEDH D, TOM
IKRRENZAEERDH 2 7 5 FICDN TR, T 2 a0 nukHiA
HEEBRIBT L,

CAIEERDHEE]

T IR U T =23 MRENZFITH D Stk ClE R 2R %2R T
BAEND S,

Hik o RFE R ORFEIC D & | RAIZICHE L 7 E R 2 R E T 5 C &y
FHERITROMES 2, CLSI HA BRI A > C28-A2 1Icfit> Tl Tz, 4 Hilx
U 7R A D I35 36 & U 24 WERIR 24 1 BIHIE Uiz, #ER2LIRIC
KT, (HtT—HIickB)

25/8—k> 975 13—t

Mt n HRE 2A ) ZA ) LA
1L 123 178 0.78 5.19 ng/mL
AWK 123 3526 8.20 116.28 ng/mL

98" 7560 23.74 20696  pg/24 Wf
3123 BIDFRMHAD > B, 98 BN DT 24 MERIFRPEH R ZMIE LTz,
HELEDEE

< PEASRE, SRR OB, BRI Z & L GbY TRAIC
s L,

< Ay N ORERSREDEERAT RIS PIE T 255, IBIOHEZTOH
AR TR T 5 T L AT 5,

< RURE/ 7 a—F)UHiRE AW ZEIFNC K B2 L R R 2T
7zEFEOMAFICIE, HAMA (Human Anti-Mouse Antibodies : $i~7
2k MUK BEENTVSIHEEELS %, HAMA ZETSHikE< Y
AT/ 7a—F iR ERNTHSFy S TRlE LSS, IELWH
TN B NIROCATREND D B, BWiIZ1THICH > T, MhDIEHR
DL BT LB, 56

c b MR ORI YU, SR ORE S a T ) VIKIG L, in
vitro DA LN/ T v AR BA 5 NDH 5, HHENICE T
FEWIMTE RIS E 5 ENBEHE TR, TOX S BTHERZTS
BEDH O, ELOWHIEEMME S N WAREED H %, 21T I
Hlzo T, MOFHIRELEE EHDB, |

- H ORI ORI TIXERIGON G, JIERRRIN GRS
5 BDT, BPEEFICHD < BRI OB DI FRIEIRE 2 Z5E LT
WOl 3T &,

[E &

TR LTe T — 23 RENRBITH D . B TR SR 2R
Bahid b,

R EEEE

AERPE, R, TR KON 7 ABT AT Y  OMEEFA
HIPANIC & 2 WP (ng/mL. pmol/L) &9 %,

P& # PR &, i, i 4E T id 0.03 ~ 30.00 ng/mL (10 ~ 10 000
pmol/L). JRTIZ 0.30 ~ 300.00 ng/mL (100 ~ 99 999 pmol/L) T&H
%o JROMENE 10 S5HH T 72,

IEREM - BIRM

TR PR

WEH& CLSI A A RS+ >~ EPO5-A2 1> TiTo 72,8 % 1 1 b DRtEE,
FrVTL—%, arbua—)VZ2EHLT, B 15 THRZIT> 7,
3floar rra—)b, 3D MEE SFIL, 3BIDE MRSHILZ 20
HIENCHED 1 H 2 [, Axd &b 2 HE LTz,

) Abbott



AENFEME N

YA (PHTREE) GiargBitk) 2

TN n (ng/mL) SD %CV SD %CV
aviro—)bL 120 0.93 0.021 2.2 0.021 2.3
avhao—)IlM 120 3.83 0.065 1.7 0.075 2.0
avro—)VH 119 16.77 0.484 2.9 0.550 3.3

[IRNAAE VI 119 0.72 0012 1.7 0015 21
I S 2 119 3.34 0053 16 0057 1.7
g7V 3 120 2546 0630 25 0638 25
IAE S| 120 8.29 0164 20 0216 26
iRAY %] 119 4402 0826 19 1039 24
RS2V 3 120 14631 3253 22 3354 23

& PEAEEBE. BEEERE. RAEEEE 5T,
WENHBIE AN EE
Tl WHTRIRD  GRFEEI @
TN n  (pmol/L) SD  %CV  SD  %CV
avra—LL 120 311 6.8 2.2 71 23
avra—ILM 120 1277 216 1.7 251 20
avru—)LH 119 5589 1612 29 1832 33

[INAAE VI 119 239 42 1.7 49 2.1
I S 2 119 1112 178 1.6 19.2 1.7
I SV 3 120 8487 2101 25 2127 25
IAE S| 120 2763 54.7 20 72.1 2.6
JRIS3I 2 119 14674 2755 19 3463 24
RS2V 3 120 48768 10843 22 11179 23
a AENFEBIE. REMBEBE. HARBRNEZ S8,

WHO 122 m D [EIYYER

MEB K CRY > 7 IVICBEAIIEE D C- X7 F K WHO FZHE R % 5 D
RIS K5 HINL THRRTZIT> 720 Ay M2 S C-XTF R
WHO e D EIIVERIE, 175 Tl 93 ~ 106%., 9 99%. JRTIE 98
~107%. T 102% TH >z

BIERAOEAEYH

Fr VT L —ZOREFHANEERTEDIOTV D, HAELERM
National Institute for Biological Standards and Control (NIBSC) i< &
D, 1986 fEICERIE /= WHO International Reference Reagent for
C-peptide of human insulin for immunoassay, code 84/510 IZ3EDWV T
%o

(R EXIEER L EDEE]

(1) Bk E (fBRERSLE) DFE
AR AFY FOWETIE., & MAZIDIS . $XTOE MK
YIELIIBEN G E N S % L& 2 C. OSHA Standard on Bloodborne
Pathogens ICE> THUD S T &, EBRMMEZ BT, K32 DR
WHB BPBICDWNTIE, A XA T T 0 L)L 2, Fzidfthoid
YIS AF A 75 4 HEREHT 5 C &, 12715

< AF Y FOMETE, b MRIAZED S, Mifkld, HIV. HBV,
HCV ZHDBRORNAHZ LD E LTO S T &, BREILH>T
&, BROERRZEEHT 572, FEHOFHLR, B, A7 BRI
BTRERIEEHL, FROICKBEXRy T2 T3 ThRnT &,

< BN S THRIMNC A A IR T HFRIC VIR T H oL A
BRIV, BREPHLNIEMOT Y TEEZ TS &,

C PUA—E TV VMR TH S, AICER L Tld. sUED EREE
WKLY, HICABRWK S HEET ST &,

C ARPBETHAT I, RIEFERE LTI PV Y LN EE
NTVBEDONH 5, sk, (B - 8EF (Fv FOER)] %/
& (B - BE BERD] 228352 L, L oiic K0IER
WCHPEDRRN T ADNFEET %, B0 IS BIEEHOEL, RS <A
JEREMU, R REZRALENWT &, NAYIE X CARREE
Uik THERT B &,

KOG T B M FEE R, NS HErRd

[ASSAY DILUENT|

O

BIE TR =E AFIVAVF TV U EEE

WEha CLSI 1 RS A ¥ EP1T-A2 1cit > T o 720 0 3 T h D3tk H317 7 LIV MRS IE T BTN

BLU 2 BOBSEZMEM L. 3 HMLL RIS D Mg 217> 7z LoB (7 REXEK

Z %7 EMR). LoD (BHIESY). LoQ CERFER) DOiAMEA LI FISRT, P261 AN /L) AT L—DOWAERT BT &,
ng/mL pmol/L pP272 THRENTANEEK G S E VT &,

LoB? 0.02 7 P280 TREETFLS / R / (RS2 ST 52 &,

LoDP 0.03 10 [GREE

LoQ¢ 0.03 10 P302+P352 A LTty 1 ZROKTHES T

2 LoB 3R DY > TV 60 FIL ERIE LI ED, 95 /3—k > P333+P313 BRI E 23 REE N E G L RO

AAIICHYS T BIETH 5, R/FYUTERITBL,

b LoD &Y > 7))L 7% 60 ML, EJIE Lz & Zic, 95% DIEHET P362+P364 GRENTASAZBE . TR 283U

WETEZRNEETH S, ETBHTE,

€ LoQ (K> 7L A& 60 ML, FfilE UCEH L, HERECE O TR BEE

KAFE CV 20% &7 9 i/ NIE L LTz, P501 | / 5337 WY 75 7k CHERT B T L

EiRlE

Wil CLSI A4 K51 > EPO6-A ICfit > Tl o7z, 10

AF» M 0.03 ~ 30.00 ng/mL (10 ~ 10 000 pmol/L) i TR

HzRd,

TR ERAE

< WEHE CLSI H A R 51 > EPO9-A3 It > THT o oo I T
Passing-Bablok % i\ 7z, 11

W n MHBIREC Yl BIE R

Alinity i A7 L i ng/mL 135  1.00 004 094 0.19-29.65
vs ARCHITECT (pmol/L) (11.63) (62-9882)

TFIAY— R ng/mL 120 1.00 028 096 0.33-284.13
(pmol/L) (-93.77) (108-94 708)

- CLEIA % & O OME 2175 720 B /57513 Passing-Bablok i:7%
Wz, #ERZLLFITRT,

HAL n MHBIGREC YI fE i

AKFw T vs Mm% ng/mL 119 10 00 09 02363

CLEIA i J&  ng/mL 60 10 48 09 06-3130

KOS T B ey R, e R
7 ALF VY LEET

EUHO032 % & Dl X © RIS B DR A ADTEAE S
%5
P501 N | Bl s 5k CHERT 5 T &,
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ROIFAC T B ERAEEMNR, EEFHZ R
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&
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H317 7 LIVF— KSR T BN
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P261 AN/ R AT L—DWMAERF BT L,

P272 BRENTAERBIEELG NS E BTV &,
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R/FYUTERITBL,

P362+P364 GRENTARZIE . FHE S 2581
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P501 |WEY /BRI TR 5T L
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—RR G EERIE

- IR 28 E i S 2 i LT &,
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cF—OTYy FESORHETH-> TEEEER I LR LANT
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=Ry VUREE LT LE -GS, 1@V ECTWw A0l
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FASEE O 0 EOHREDFEHIC DWW T, S 2 Bk O Bk E 2
ST L,
HEDRE
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RERIFHAN (M7 LOEESIE

MR E T YCHRIKETHET BT &,
MTIIREETHREFENTY
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T 8 MHKEd 2 C &,

s HMOREEE 30 HiM
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VICTRIREETCIRIFEE T
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FEEET A L,
IR DGR K B MR
DOHEZER < 28, iRSED
Fry IOy T
EHEEH Lana &,

AR HICRE L EEHRET I, HEVIBKEENSHO LT

179 %, S EIENDID LIz 2ld, FrLOHHE Y v 7 T3

ZHD, MTHhEE2~8CTHREFET ST b, s SELO L THRAE

TR, TR RS, B DR N LA THRFET S T
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Sy M EEERD SHD T B DV TR, i B s OB

HEEZSHT LT &,

AEDHIL

FY VT L—a T I—NRELEEEG®. aY ba—)VojllEE

DVERIPHZ AN TO 2551, MEBNHEL TV B AREENE Z 5N

%o MONIMERBRIEIHS E L, HERTTS T & HBEITISUTH

Fy VT L—arkEirHT b,

NI TN a—T 4 VDOV TIE, [T 2RO BRI #2201

I3,

Fr )T L—20%(F

c ZOFEFMHHNRERRIATH S,

2 ~ 8COMRFGATM B H LT, 3 ICHEHRRETH %,

- (ARG MCIEBIRAIT 5 T &,

Fr)ITL—20RE

< IR AE B Tl LN &,

CRAAIRE  IRIRORAAIN {7 LDV IE
KREAE 2~8TC AR E T
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&,
i #%1& 2 ~ 8CDRTE
BNCRY T &,
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ERET, RERMIZT v A5 A—=Z LE— MR N TV,
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L,
7w AT A—=ZDHIRNC OV T, i3 2 s OB IEZ S
W3z,
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cFy )T L—2omay FESE, Fr U T L—XO/ICHIRIE T
BZN—0—REHVTRET S ENTE S,
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- ZOFEZMMAHEARIATH %o

« 2 ~ 8 COLRMFELITMBED I LTt%, 3 ICHERTEETH %,
- FARNCESSICHZEIEMT 5 2 &,

ar bO—ILORTE

- AR Z A THHA LN &,

ARE  IRESRENN 7 Lo g
KpAE 2~8C fERARR & T
BAEE 2~87C fERHABRE T EZxE D THRIFET 3
&,
fEH#%IE 2 ~8°COMRTE
WHTCRT T &,

ar ba—)VoERFIE

OV ba—)VORXREEEHTETHICE. RMVEREICLT, 2k
O—)VL%Z 4%, a>ra—)VMZ%Z 4%, 3> ha—)VH % 4§,
TNTNEZLT BMEDY > TV TSI RS %,

c Y b= DA =KX —EB X UEEADY Y FTEICDOVTIE,
i3 2 EIROIURFIHEAZ BT 5 T L.

FrUIJL—%, a¥bA-ILD%E

W, RO, WO, Ty )T L—a YRR RV, O
¥k a— ) UHVEBIIH 2 NN B 5 EOBRDNED SNB 550, Fr Y
TL—29ay ka—)VhHbL TV B afGEEN S %,

() BEELDEE

< MARHICIZ HIV, HBV. HCV ZDBHED & DIMAET 2 BNDH %
DT, B, HAFEH IR S XIEHEREBF Y v L (EaEskE
J% 1000 ppm. 1 WRILLRIE) £ 3702070 7e R 2%, 1
RERILL BIRED W K2 M@mU, H20iEA— b7 L—7 (121°C,
20 DL L) I X BIMFEILEEZITS Tk,

B R UBESRPEES A, FEEY OIS X USRI
T B, KEGERYIESOMEICH > TUHET 3T L,

PR MADTRE U 7235 31T, TR L 72 T 72 WIS T L
B L Tt 2 Vvl T E L - 725, & BIC 0.1 % XiliHEHESF
VY LT E 0w iail st TR ERS < & TEEREY) R RER
(P8, 22, EZRkRE) ZEHLTroT e,

< ARETHMT ZEEEICE. WERIE LTT VT MY T LREE
NTCV2E08H 5, . K- EEF (Fv FoBm)] £«
(B - BE BERD)] Z22T5c L, 7T MUY LG,
. B LS U TBERREORET Y REERT 2 EDHZ DT,
BEET AAIIE. KBOKEIICHT T b, LREFEFE O
DWW, T 2 BEORIFIHRZSIHT S C &,

(Bri@i75E. ARhHARE)

* %N AR
AFEFy b 2~8C 11 f&H
7L b A~
LU;— TU M) H—OFCE, N H—DI RS
IR, SR REN TV S,
(GE"l)|
e SN 5475 9P36-02-01 100 [EIFH X 2
CRATTIS=T 4 TV 6.6mL X 2
caVYalsr—h 6.1mL X 2
- BARTHOE 104mL X 2
(REF 09P3620)
A NPt 975mL X 4
- FUH—E 975mL X 4

#3%¢ Alinity i A7 LHZSHALZE W, HlFE D OfcdEtIc BRIVE
b IEE,

(EZEXHA]
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