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- EHEEIIERSR 2135 7, i H K CIMERIAICIE T « 7V >0 ARifsk, Zoft
DAREMMNEENTWIRNWT L ZERRT % T Lo PRI MARTAfRAIC X 2 6%
22 TO B EFEOMERAZ. MY ERITHTEEL TV T« 7)) UHvEg
EFNTVBARENEND S,

« BRI OERZ T B 720, HNETOEXY FEIGEXy b F v T2EHT 5
P

REDTR

- BRI OMICEEL T, BRI ORGEcOBIGEHINEICIES T & FHEIC K DI
RO E R LT 72T TR, Wik e LTS 2130 THh %,

- SRS U 7oAl AREORIV Ty J A IR =2 WS, 10 BT S Tk
ICEK DTSRI 5. Bfkz HETHR L, FERICZ > Ty haicid, B
7% E TRMZHD KT,

- IEERRER R 2135 2. ROMAKERERTICEOIET 5 T L.

s T4 TV FRER. Z OMOREYE G TRk
© BRI U 7o itk

- EISRAZ, U2 TV TERIGREBEFICE LIEICHV 2, IREEDED
5 NTMADBEOIEETIE, FEZ G ERWRIEMIAOHRZ T %,

+ TRTOMKIC OV TIEDOH 2L T 5 T Lo WERNICHBSE TIaZI O FR< T
Lo MIAMOERZRT 728, MIAT LITH LWiEZ I3 T L,

BREDRES Y
1&iFE RERE BRIFEFHEHE
I / 1finlE it =2 HIH
2~8C =8 HM
—20°CLLF 1 <34}

- Mk, i, FRMEROFHEICE DS, FT 2 AME TRIFT 2 LN TE S,
- MEFOIRIMERZBRE UTeiiikiZ, 2 ~8CT 8 HIMX TIRIFIT B &M TE S,
+ 3 ElZ2 A % RO DR LIS 5 2 L.

TRAFDEHXSEAF

- BRAHTAS K CREMEMEIC IS Licads, #neiTs T L.
 BRIRDEAEZRIFITHES T &

(2) EWE - EFEA

s RITRUTSREOY 2 N Uiz & EDOARF Y FORIEZ, ¥ 100 = 10%
ThH%,
Fiihid. Clinical and Laboratory Standards Institute (CLSL. |HNCCLS) 7'm k)b
EP7-A22 12t THioTes T4 7 4 U VISEN 2.7 ~ 34.4 pg/mL D MEMHIAIC,
ROYWEEFENUCHIE LI 2 T A, FIERIE T 942 ~ 1024% TH - 12,

e =13
rZYEI AR 2000 mg/dL
AEFTLY 500 mg/dL
vy 20 mg/dL
ks 2 2R 3g/dL
IR R N 10 g/dL
HAMA 1000 ng/mL
VTR T 500 IU/mL

kR TE D ARF Y MIEAF ALHIRZEH L TWaniz, BTERY X7 W05 ET. M

o EFF >y (€23 By) MERRICHEZ G X % ATREMEIZ R0,

¥ TR LI T —2I3NENEHITH D, SR TERR 2RI R THENH 5,
« ARFy b ORERPEE, RISR UTREOYEZIE LI & 2iT, ZGRRISIE K 2

& LT 082 pg/mL KifiTdH %,

(RS L E 73 O GIC & 0, WIS SR 5 A 5 TTHEMO & 2 W OLHEK
JEHEERE U, A%y b OREMERE Uiz, b S iRk S 2 in L%,
AFw B EAVTIE Lz, 92 XIRd,

3158 BRI X B R
e (pg/mL) (pg/mL)
NI A 10 0.1
8-runsrA7 49 10 0.1
13-V A F VRS 100 06
BAT )Y 100 0.5
1- AF VIR 100 0.0
- AFVFG T 40 1.2b
FATEIY 100 0.1
NTGFHFV 50 0.1
ZAFNFY VTV 8 1.3b
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a SGERISIC & BIREE = IIFLIREE (pg/mL) — FRANATIEEE (ug/mL)

b 1-AFINFYUF UL Z-AFILFYVFUICONTE, BINOMGE 217572, T4
T4 ) EEGEHIK (Tpg/mL. 28 pg/mL) 1T, 1-AF)LFHYF > 40 pg/mL
Fd, 3AFNFYF Y 8ug/mL2HMLT, AFy hTHELIZET A,
BUERE, ZNZNFET 114.4%, 109.8% THh - 7z,

¥ TR UIe T —2I3RENEHTH D Hhiik Tl 2R e R aNH 5,

(3) Zoft
AFw M, A%y MUERREZFFD ARCHITECT 755 A ¥'—%5 & U TBA fusizill
ATV 2 Y ORECH D, ARy MERAEE R ROBER TR IE T E L,
PG, BT BV EDE CEE,

(A% - BE (BEFH)]
(1) BEOWHE
HREZOEEMN B,
(2) wEGRE - & - HRE
cAFy MHTvEAT T AV
+ ARCHITECT 747 1V > 87:+ &+ Y 7 L—% (ARCHITECT i Theophylline Calibrators)
(5T 1 1P29-02) © 4.0 mL X 6
(EaFEY B M, 74700y R 7O RU Y L)

i
FyVUITL—% (pg/mL) (mg/L) (pmol/L)
A 0.0 0.00
B 2.5 13.88
C 5.0 27.75
D 10.0 55.50
E 20.0 111.00
F 40.0 222.00

W E O A il A & 72 11 B A HE L B RS (ISO : International Organization for
Standardization) OREICH T 5 RENE DXRBD A A F (GUM : Guide to
the Expression of Uncertainty in Measurement) #% XU Eurachem Guide for
Quantifying Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) (%
SLTHLE 34,
PURIER Ul v U 7 L— X OIERAHED & OHEEMIFINZHETH O @RD
FHEME O E FIFWRERE) LTS3 eick b, JER-RD
IR E 2 HIT BT ENTE S,
RN E (k=2)
FyVIL—4 pg/mL, mg/L (pmol/L)
A IS

2.50 £ 0.0778 (13.88 = 0.4318)

5.00 £ 0.0987 (27.75 = 0.5479)

10.00 % 0.5220 (55.50 £ 2.8973)
20.00 £ 0.4566 (111.00 £ 2.5344)
F 40.00 * 2.8550 (222.00 * 15.8451)
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AV T F Y AITRHEIRIREFITOWTIE, (H T 2 B8R OEURGIHEZ ST 5 L.

(3) AIE (81F) &

D Fr U TL—% GEER) 10 pLic YA 78— 7 ¢ 7))L 50 pL O >r ¥ 2 —
k50 pL ZMA, KISEE 5,

2) RKIEYZEBRES, TL M) A— 100l ZNZ, KESE 5,

3) FUH—=300pL BN, RIGESIIORN (ER 400 ~ 500 nm) OFEEmE
ZET %o

4) THAT 1) VIR L FOERE DGR AARD S NEEO AT ) —ISRHEEN D,

5) BKICDOWTE, Fv U T L—RERIC 1)~ 4) DEIEZRTTV. FOCREDHIE
SN, EEOAEY) —IGEESN TV EREIIC K > T RIKThOT+ T 0 ) Vi
g2 KD S,

(BE) B 5 RIBEER

1. BIEREERDBRIEE

WD THEEITI NS, AF v MAT vt AT 7 A )VEZ 2y MIEERER RO
IS VA=V T BT L,

s TvRAT T ANDA VANV HEBXTT AT A=RDOIIR, BEGE
DFEHNC DN T, T 2 BEEROHEURFIHE 2235 T L.

© T AT A= ZOHIRNCDOWTIE, EHT 2 BEOEERFIHE 22T 5 C L,

- BEEROIRIEICBIT 2SOV TIE, (T 2 B OBURIIHF 22T 5 T L,

Bz
c TR ARG A2 TREROBL] 2T % HANICZH S %,
25
TR (MWIRGED RN X ZEHRiY = R (RO 1D
HIHARRRE D EAfi THREL G DEAL
pg/mL 5.55 pmol/L
1.00 mg/L
2. EE

« aY ba— )VORHEHENVEEFIFZ AN TV R, MENBIEL TV S D, BIE
ICRD WD B ATHEMEN B %0 HONTMERREI L L, BIlEZITS T L, &
TS CTHF YV T L—arzfio2 8, I TNy a—T 4 Y FIcD0TIE,
i 2 EROBIGIIHE 22T 5 T &,

IR A TR —T 4 TV EYID TRy b BEEIE, ERERICE L T B e
BEMEDH 2R F2d b UCHTHIRET 20BN D 2, TOROUECHBNTIE, &
5ICIRATS 2 083 0,

AT R—=T ¢ 7I)VDR M)V 30 [EEEEREAT %,

CRAVS=T 4 ZIVHHREEN TV S T L ZRIRTHRT %, ¥ 1 718—
T4 ZIVHR MVIERE L TOR 58, ERICHBRR S NS E TR VR
AT %,

© A TENR—T o ZOVDHERE E NGOV SIS BTG < 2T 0,
A TS T 4 ZIVHEER I NS, PEZ R MVICID (S 5, HhEORL
DT RIS DT, Ul B SXUEEEk O EOER] (2) i Lo 251
T5TE,

- T BRI EF Y bRy RSB,
< EICRHEIRREN TR TR Y FENTVB T L EMHRT %,

c TARTOMIER MU, FEDRO I ENTNWD T EZHRT 5.

CRBIEUT, Fy ) TL—varvat—2—3%,
cFy )T L—v g YOF— R —FHECOV TR, [T 8 OEEEI S

gz L,

CWEEA—H—T 5,

Witk XU Iy ba— VoA — X =ik R OBEEIC DOV T, i
9 2BEROEULFIHE 22T 5 &,

c YTy TRER URE TR E R RN Y T OVEE. BEic X DR T N
A==V A LR—MCHRIE NS, BFREMHEOLEE R/ NRICT 2728, HilE
BIRARTIC Y > TV Ay TSROV > T IV A > T0WB T e # RS 5T &
[J]—t> T Hy T TORKLERMEEEL - 10 [

C TR, EBICHET B84 ¢
HIERAE S A 5t > TV - 70 ul
[[{CY > Ty TCBmillEd 25 EIc gt > 7)VE 20 uL
- BEERIC MR SIEILINICIE S 2555 ¢
YIEAE S 8 7m s > VAL L 150 ul
[ CY > Ty TCiBmilliEd 25 Eicdizay > 7)VE 20 ul
c TRETF =T E B TRAETF =T R ERTR5A. YTV =V HNT
MKED 2 THB T L Z2HERT 5.
cFY )T L—2BRUaY o )L RUEET S,
s Fy ) T =&, EHEICESSICIERIRMT 5 T &,
s RMVE BEICLT . T TIVAY FICEFNFRORERZTH S %,
HFEFYVTL—X 50
#arhu—)b 150 uL
< D3> b a— )L OGNS DOV TIEELE T ORI EICHES T &

YT IEEY TS,

YTy MCOWTIE, i 2EEROBSIIHHEZSIRT 5T L,

< WIEZBIMAT %,

- WIEFEICOWTIE, H T 2 B8O BUEIHE 2z ST 5T L,

s ELWHIER R 213 5 7o, #2888 OBERSIH I > THENR A > 7
FURETD Tl MEEDOBEN K DFHBIEA Y TF VU AZEDTORGE, Mk
MO TFIECHES T &0

3. BFEDFHR
TAT 4 ) Y ORGEMN 40.0 pg/mL Zi# Z K, > 40.0 pg/mL” DT TR
FREND, TOMKICOVWTRFRRZHOTHERIET S LN TE S,

FHER
TSR © 2 f5
D Wbk 100 gL IZH L THx U 7 L— X A% 100 pL IS .
2) B — X —Wf E feld 0k O— LA — F— W RS AT 5 T
Lo WRFIOY Y TIVEE S AT E N, IESEE LTIREE NS,
TR — 2 =2V T ORI, T 2 OIS IS E BN 5 C &,

4. Fv)ITL—>3v
cFyUTL—RA~F LR 2EIET S, Fv )T L—2E0E%. HHEICHE
T5HT &,

cREEOIY M=)V EE TEMEL, Fy VT L—vayziiidsi L, 2V
b =)V ORE AV RGPS A > TW5 T & ZIHERT %,

« FyUTL— g VP 0.0 ~ 40.0 pg/mL

s R BRSNS LeF Y U T L— a VORI ES NS & Z0%IE
HWES LICF Y ) T L—2 a3 Y27 BERRVD, ROGEICEHFY Y 7 L—
PEPZ <o
s Hlwvey MESOMEF Y T 555
+ 32 b E—)VORERS EAVE I 2N TS5

cFy U T L=y a VKO0 TORMNE. EHT 2B OBEIHEZ ST 5 C L,



5. REEERE
< Ay FOFIER (24 KD T LI AREO Y b o—)Le® L EET B T &,
MR OREEEIFIED, KOBEICay ha—)LEET 2T L2EH TV SHE,
YRAMER D FIRCHES T &
- EHEPIE R MR TRETRETH B, HEHEHZANTV R LG, 55Nk
ORER RIS E U, HRIEZITS T &, BEELTHFY YT L—va v
fisce,
6. &R
HE

AFw h T 4PLC 4 (4 Parameter Logistic Curve fit, Y-weighted) 2\ TF v
VT L=y arh—TMMERE N5,
759

WEMRICE > TR T T TMCT T UDERRENZ L AN DB, TOMICERREN
BHRENEDH 2 T F JcDOVTIE, 9 2 EEROTIRIEIE 2B 5 T L.

(AIEERDHIEZE]

FAT 4 ) Y OMIEHEEE L EHED# N L ORI E, OGN RSN 5,
L OWETIR, 747 0V VOMGWEH 10 ~ 20 pg/mL OB A, BIEOH R
B LU OGS SR DFEIR 2R RANHNHI T 2 58, 747 ¢ 1) DMl HepE A
5~ 10 pg/mL Tl W5 ARIERIZ A < HVERO MR IERERIIA 3 C LAV
HENTVS 5T, U—2{ilih 20 pg/mL 28X % & 5 5BA TR, LI LIS isE
WAV % 5-8, MISILEA 20 pg/mL ZHA A ORIFH L LTiE, i, H
i THIND D . E1eE SICEILEOBRAORIER & LT, Tk, REE i, i,
TR S % 9,

MYEREEBXCTA T ¢ U VRIEO ) ORI OV, EHI0E
TFRLEBIRT 5T L,

HRITHEIETS T2t BEIC L > CRATRORPAN O T+ 7 1 1) VMR L 75
BHAND B, (o THBONREHAZ HZEE A, A DBEOWEERIE. M
DGR, FEIRD SRS 5 T &,

HELEDEE
© HORERRE DMK T IERISOB A JEF RIS D 5 % O TllE
FEFUTEED < BWHA OB RBRRSER S 2 28 U CRARNCHINTG % T .
< MERS I, R, MORTERR, BRI & L DR TRAIICHINITT 5 T &,
- Ay b OPERSEA BRI TET 2 554, SBMORE 21 TOHIERS B2 iR
T3 LT %,
© Y RE S T a—F ViR ORI & BB & G R 2 T B Ok
rhicid, HAMA (Human Anti-Mouse Antibodies : 1~ At MMjifk) BNEFENT
WBTATREMEAY D 5. HAMA ZGEMAZE< Y AE /70— UHitkE flni=F v b
THIE L 7zBia IE LOBEE AT B RO IR B 5 S 2175 10 B 12 5 T
ORI L 55 C L5 1011,

SRR, R & DSSERISIC & o TRIERERAEIE L D 8 < R 358
Wb, 74740 AR E DRSSOV TIE, URELOERE] ) U
HUNEL - WEIEH B BIRT BT L,

- b b O BAFEF TR SRS ORI 1T SIS Uy invitro DA L T
YA ER GRS ENDHD, AHINCIME @G hs e 5 X h
ZEETR. TOXSETHEZIZHEANH D, ELOIEAENE S sV ATHE
MDH %, BWIEITIICHI>TE. MOERPRTEL 5% LhH 5 12,

[ #E)
(1) BR%E

AFy N OREEMIEX CVIOR L FTH 5,

FBIMEIE. CLSI 7’1 k2L EP5-A213 1cfit - ThaT Lize A L/ 7w A Mk~ L
Farira—l (LX) 1, 2, 3) BXU 260 Mg SxLb%z 2 ay kO3,
2 B FIVT, 20 HRICHED 1 H 28 2 EllE Lz, Fv ) TL—y g vid&
¥y T RIC 1 EfTo Tz, EEREIICTRH,

e 3 SPEAME HE N AR KPR B
YTV B ay bk n (ugml)  SD CV(%)  SD  CV(%)
L~V1 1 1 80 48 021 41 028 55
2 2 80 50 016 32 024 438
L~Lv2 1 1 80 145 057 38 0383 54
2 2 80 154 0.49 32 0.78 5.1
L~L3 1 1 80 282 096 32 1.40 16
2 2 80 312 1.20 39 1.75 538
R¥L1 1 1 80 75 029 39 044 59
2 2 80 79 o024 33 0.44 59
Sxl2 1 1 80 264 1.09 41 167 63
2 2 80 293 1.08 41 1.85 70

¥ T TITRULIT— 2 I3REMNEHITH O SR TR IE 2R m s han b 5.

sk FBITE (Reproducibility)

Bl CLSI 1 RS > BEPO5-A314 1Cfit»> TT o 7ze 1 0w hOREE, Fv )
TL—a filkRoay ba—)LzliH LU T i 3 B THa 2oz, 3floar ha—
)b Tl S i S 3oV RER LT, 5 HEICHED 1 H 2 mdvaL & 3 EllE L.

D TRSEE JiiR N FFERE @ B D
S

BTV n (ug/mb)  SD CV(%)  SD CV(%)  SD CV(%)

L1 120 489 0185 38 0204 42 0244 50

L~JL2 120 1082 0372 34 0423 39 0547 5.1

L~V3 120 2515 1326 5.3 1587 63 1614 6.4

)$¥JV1 120 2178 1.038 48 1358 6.2 1378 63

a GHTRIE QUENSEBM . WER BB, HERBEEZET,

b GRS GRIENEBIE) . BRI EBIE. HASRHEM. EOmmEr e s,
(2) AMNENRER

A b OEMEIEE, T 100 + 10%TH 5,

5 BT —)VILEIC, 747 4V VR0, 5. 10, 20, 30 pg/mLIc/x3 &5k
MU THEZEITo 720 AFy FZHWTTA T ¢ ) VIREZIIE L, BICEZ R L
2L T A, 943 ~ 104.6% T 99.4% T - 12X,

¥ T TIWORUTET—RIRENZHITH 0 Sk Tl BA 5 R E R T EDNH 5,
(3) HFRERRE

AF v FOFRERREE, 100 £ 10%TH 3, HREEOM 21T 728, 56
DT =ViE%EF v ) T L—F ATHR LIz A%y FEROTT AT 1 U Vil
HIAE L, AR U,

S
itk FILNERS (pg/mL) AR R (%)@
1 TR 113 —
1:1.25 9.5 105
1:2.00 5.8 103
1:3.33 3.4 100
2 TR 16.2 —
1:1.25 12.4 96
1:2.00 8.0 99
1:3.33 4.9 101
3 AR 18.5 —
1:1.25 15.6 105
1:2.00 9.5 103
1:3.33 5.8 104
4 TR 312 —
1:1.25 25.5 102
1:2.00 15.4 99
1:3.33 9.6 102
5 AR 34.5 —
1:1.25 29.9 108
1:2.00 17.5 101
1:3.33 10.9 105
) TRRIZIEEE (ug/mL) X FARAEHR
a MRRERRE (%) =
JEFHURIL (i g/mL)
¥ TR LIT— 2 I3RENEHITH b S TR IR 2R2 RS a5 5.

(4) RRE

B, MRS (LoD) & L7ze AFw FDT T 27 R (LoB) KT LoD %,
CLSI 7’11 k2L EP17-ALS i2fien . AR (o) 5%A06, #akalk (B) 5%Kie LT
Wtz To 7z 1BIOT 5> 78270 (60 [mIIE) & 4 FIOKIREY > T )L (% 15
IR 2 HVTllE L7z & %, LoB i 0.004 pg/mL. LoD i3 0.05 pg/mL Tdh - 7%,

¥ TTITRL T —2I3RENEHITH b SR TR SRR a0 5 5.
(5) FIEHE

e HipAIE. 0.05 ~ 40 pg/mL TH %,
(6) HEBAMEERAERURIEADEEYE

1. 1ERIMEAHERAE

AFw b PFEILTDX-TFHT 4V 2 7Ry b OMERIKIC B 2 HBITE
&, BE 1.0+ 0.1, HEFRE 093 ETH D, MatlicB W Tid, ki HiEE LT
Passing-Bablok 12 % iU o, 5 HAKICRT X,

AFw b vs FFEILTDX-TH T4V [7HRw b

ftHE IR
HRIAEL (95 % {5 HXTED (95 % 51X [H) EIESIER:
198 0.992 0.084 0.994

(0.975~1.009)  (-0.114~0.220) (0992 ~ 0.995)
MAOULERH (RFv b)) = 1.4~395pg/mL
MARDYLEERIP (P#ZU TDX-7A 7 4V [7HRy b)) =1.4~376pug/mL

a VU7 IB &K CHBERSRA OIS B U RN RS2 B LR W I it ©
%% 16,




kK

& b vs PEILTDX-F47 41 T7RY b
40 - .

35

30 -

20 -

AFw b (ug/mL)

o : : : : : : ,
0 5 10 15 20 25 30 35 40

PFIL TOX-TF T4 ) T7Ry b1 (ug/mL)

¥ TTITRULIET—2I3MRENEHITH 0 it Tl B 3R RTHENH 5.
AFw b& FPFEIMTOX-THT 4D [T Ry b ONA 7 Zfighi ., fHEED

et &\ UReR 198 Bl 72 AW TIT o Tze 234 7 AT 1.05% T, 95 %5
-1332~ 1543% CH %, HETEIC 7RI,

ANFY bE PFEIATOX-TH T« U2 TT Ry b1 DINA T R
100 1
80
60
40

INAT R (%)

-20
_40‘4
60 1
_80‘4

-100°

0 5 10 15 20 25 30 35 40
PFIL TOX-7A T4 ) 17Ky b1 (ug/ml)

¥ T TITRLIeT— 2 I3NENEHITH O SR TIIRE SR E R THENH 5.

2. READOEENE

#LPIREHELLZ . USP Reference Standard Theophylline 123U C HEEIC & b 7

ENTVB, Fv V)7 L—2IIHAEERICHE DO THREN TV S,

(A ERIFERL EDEE]

(M) BRWE (ERRRE) DEFE
c AFy FORETIE, & MRFZIRD K5, Bikld. HIV, HBV, HCV SFORERD

BNDHZEDE LTS TE, MEICHIZ>TE, EROBEMRERNT 5728,
HHOBK, lEE, SAVBIOMBCETFSZER L, £ROICKZ2EXRY T ¢
VI ThENT L,

s TR ARE TG 2RERICIE, ¢ PHRB KT/ RBIBERICERHEDH

DYENTENTOS, FME. UBIK - #ES Gy FOMRO) $72id Uik -
M (BE5H)] 22892 L. b MHDRWE £ 73 RS LY e 2K
RIZE L RN L 2GRS 2B DN TRV, IR TOE ~HRYIE BT
HNCEER DN DB L EZ T, TNHORSH, & MRIA, WEERR Y EICTE R
ENIiFERE. OSHA Standard on Bloodborne Pathogens I2fit> THUO k5 T &,
R EZ STWE, ZOROD D S, BAMEMEICTHRE NIZWEIC DWW
T NAAEAT T4 L)L 2 K7z E, il fiRic K 2oy e+ 4+t
AT 5 RGN B & 1720,

cFy )T L—RICEENS L MiEE HBs HiEFEME, HCV HUkRRM:, HIV-1/HIV-2

FUARZIETH %0

- AEED S THR M A 2 B AR T TPV T HE OIS 2 E 2T, 2
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