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BRAHMS PCT - 777k b

[£fRNEEER]

L ARGSEHAZHHTH D ZhDNDOHIICHA LR &,

2. N, DB S 2 AR IAIER SIS DV TR AN 2 2 L.

3. ABCRR E NIAENEICHE > TN 5 T & ABICRIRE N IcfisiEs &
G HALATORANS DOV T, ERERO S EE L R0,

4. APETHAY 23HICE, € MDD EEN TV R LONH Y, RO
B 2 DTHEREDHZEDE LTIO TS T L. Fffllid. (R - i8EF (Fv
~OMER)] Fcd (A% - BE RMELFR)] 22KIaC L.

5. APE TG 23R, RIFHIE LT DM Y T LG EATVRRED
DH %o o THRINTANTIZ Y BITAIS LIcEicid, KT HMISRVi g%
DISZAEAZITO, BEDPHNREMOT Y THELZIT B Lo dffld, [FAK - 18
BF (v bOB)] 2 (A% - BE BE5H)] 220952 L.

6. {19 2 WARDE T LH K CIRHNEHZ & S FATH ST Z T L,

(F2iK - #BEF (Fv bR ]
O ¥+ b
AT IS—T 4 7V
PLPCT 5 v b€/ 7 a—F )UHiREERETER 1
(D EH Y TRIS B, 2 > 87 E= @bl (72 dsk). F v b IgG.
Triton X-405 {#{##l : ProClin 950 , 7 {kF kU L)
caVYVal—r
7V Y= LS PCT R AT/ 7 da—F Uitk
(oD EHY) -V Ve, 2237 e e#] (72 BXk). Triton X-405
7 © ProClin 950, 7 Vb kU L)
O FL by H—*
BT 3w\
O R~y H—*
(FEaw kgt b oL
¥ LMY H— BUH—IZAFP - 7Rw kb GE#EES 22300AMX01224000) THK
RE N HOEESE L U TH W E T o ARCHITECT 745 A ¥ —Hl%& i
LIEE WV, HIFED DIz DEHHIC BRIWEDE L ZE W0,

(EREK]
UMD T TV b= (PCT) ORlE (e I OBHIZHL D
TR HITE D)

(RIERE]
{2 #3O e upEliE s (CLIA i)

[#{F LDEE]
(1) AEAHOME., FEUE
®iriE
ARFy b TIERROMAZEHTZT L.
1RiiE BRinE
I I
M EEFIA D (SST)
Jiil EDTA-2K
AR VY FT L

+ AU VYT LS EERIA D Rl (PST) 354 T EDTA-2Na A D HRIEICD
WTHERZTTo e & TA, e U7z EDTA-2K A D RIMEITH T 5 2 5E . ~%
U 2V F T LRI D -1 (PST) T 6.08%. EDTA-2Na A D £RifliE T
-027% CTdH o7z,

- OO FIME L, AF v hTHHTES T LZ2HRRL TWVaRL,

- BEREFIE. ALEEORGEZERATZ L,

b MEP ML DAIIC B A+ v b OPERE L E N TV,

BRI, MR Z XRIT B AEZ R Tc RV DT, JEDBRITIE, MIARDATIC
LHENTVRHHOMATH S L 2T 5T L.

jd

B-R-A-H-M-S PCT
6P22
472164R04A
B6P22J

REDEM
© ROBKIFMEA LR Lo
- INEAL TARIEL L 72 Ridk
- T Uitk
+ ZLULIEM L 7k
- WIS MICHEMITGRAERSD BN % Bk
+ FUASMNBA U T Brik

 ERERIERE R 215 2o, i X CMBRIKICIE T « 7)) > ARIER, ZoOfth
DREINEENTOIRNT LZET 5 T & FURHEHFS MARTERRAIC X 3 iG55
22T TV B BEOMHMRAE, WA TRICHHEL TORnd T ¢ T Uiy
EFNTVBAEENEND 5,

- MK OB RE BT % 728, HETOERY FERRERY b Fv TRMT 5
Zk,

RAEDTHR

- BRI OB L Tld. SRS ORECORISIAEICHE S T &, FEc K D i
R S2 LI 20 T, MitkE LTS 213~ 9 Th %,

MEE MASTERICEE L 03 T L ZERAL Th a0 E TS T &, R
PUREF MARTARANC X 2R% 22T TV BEORK T, REREIEES
BAREM NS 2 D THEEEET %, SeRITHRE T % N k2 w0 3 L 75 E.
T4 7 ) UMERRIC B R 52 RN D B, BRITEREBSHIcidm
IR EERT 5T L EHET B,

- IERERIIERSRZ1G S 728D, ROBIKEIEINCEL BT 52 &,

< T4 TV FRER, ZOMOREYE Gk
o DRAS LR U 7R A

WS LTI ORIAZ FRE O EES BB I3 LU RIS S o

- MG E 73S St JRifek, SEEE7ZFRZE L. JERTIC 100,000 g-minutes
THEEOIEET ST L,

- T ORMER T2 R0 BEREE & RCF (RIEL0 ) OflA b oz LI FiC
9o RCF 2V Oy, U TFoLTHRHE NS,

100,000 g-minutes

RCF
BB (9) RCF (xg) g-Minutes
10 10,000 100,000
20 5000 100,000
40 2500 100,000

BRI LU RIS Y %,
© HAEIRIAZ 15~ 30°C TR S % o BFSRIAIE RATS BT e RIcRlifd 2 C L.
o DRASHLAE U 7oMRiRE, ORIV T v 7 AIFY—Z2 VS0, 10 HEEfEd 5 C
LI XD HICRATS %, Bk BHTHES L, FIRIC B> Twahaicid, &
—IZ7 % L TRMZHRDIET,
© BREASRLIE U 7BIRIC I, IBETELOHE (2 ~ 8°C) ZMid % C L2 HEd %,
« JEHEZ i 72 9 Do R ] & RCF OFA G HE DRI Z LI FISR S . RCF Z vz
EOTEERIE . PO THINE NS,
150,000 g-minutes
RCF

e/ NED TR (1) =

EOERE (9) RCF (xg)
30 5000 ~ 5500

g-Minutes
150,000 ~ 165,000

- ISR, U Ty TEGREBIESICE LIEICHV 5, IREREDE
S NTMADBELIEETIE, FEZ & ERORIEMIRORZ T HT %,

+ TRTDORKIC OV TEDOH 2 ERE T 5 T Lo 1@ B 2553 I EHERTICHE TIg
ZHD RS T & MUARI DGR ET B T WA T LITHT LWtz i 5 2 &



R DRTFSA

1RiEiE RFERE ERRFHA
i / i Eztin Mt / ARIER / 3B bR
= 8 Ikl
Mt / FRIER / 538 B2
= 24 W]
2~8%C Mt / ARIER / 5 B bR
= 48 IR
-10CLLF Mt / FRILER / 38R BRZ%
= 15 H#

- S WA A THMET 2 MMRIE. i £ 72 e 5 ., FRifnEk, 7 B2 FR 2
L7th, 2~8CEXIZ-10CLL R TCIRFT 5T &,

- EDTA IiERfA 35 & il Mtz -70° CLUF CHkiiRE Lz L T A 18 ¥ HE TRE
Thot 1,

» 3[EZHE A B BASREOMR IR U ERET 5 T &,

- BEEELMRE FROK 3 IR DR LIz~ S ) VU F 2 LSRR EJIIE Lic e T A, #ifik
Mkifk & DREEEZIZ -11% TH - T HifSRIRE R 3 [IFE DK U 7z i
F i miEsRik (s, SST. EDTA-2K AD) ZlE Liz& T A, Hiftfifkik s o
RIS 1L -6% Th - T

IR DENXSAT
- BRAK AT & CRGUEMEIC WIS L7c @k, #nzirs Tk,
 BIADLRIEZAFICHES T &

() wEWE - HEZA
T ISR LeT—2I&, ARCHITECT 7775+ #'— i2000SR T4 5 NI TH 5.
BHR TS BHRE RTRAND B,

FsmE

Clinical and Laboratory Standards Institute (CLSD) 44 K5+ > EPO7-A2 ICf¢> T,
AEy FOWEMICHER 5 B THEEOS 2 MBI L 2, By, AEY
OV BRI E, M T )T A4 REGEY Y T HUC PCT 2B 0 ng/mL, 0.3
ng/mL. > 10 ng/mLIc%% XS ICIFM L7z, £z, HAMA BX TV I FR 1725
v 7 IV PCT Z 8K 0 ng/mL. 1 ng/mL, > 10 ng/mL <75 % & S IZifsn L7z,
BY T WEMEL, WY > 7 BTN L 128 > TV ORlEEZ g Uiz,
0 ng/mL & 0.3 ng/mL DY > 7V TIE, widy > 7)L & D71E 0.00 ~ 0.05 ng/mL
Tholze THHE (%) ORKEZLLFITRT

FHmE R FiHE (%)
BmemMe Y Le Y < 30 mg/dL 3.9%
EE S RE P NEN) < 20 mg/dL 2.8%
S =/A=107 = 500 mg/dL 1.9%
waRYE <12g/dL 4.8%
r)TVESA R = 3000 mg/dL 0.9%
HAMA = 3600 ng/mL 4.0%
VU FRT = 2000 IU/mL 1.4%

WEIC B2 5 2 5 ATRENMED H B I DV TIAHRD RIS E N2 & DD AT
flicnT%s,

B3]

Wiat& CLSIH A K 54 > EPOT-A2 I2E > THi 5 72 2, RIT/7 LI 45 38541 %2 PCT
JEIEH 0 ng/mL, 1 ng/mL, > 10 ng/mL O > 7ML THlE L7z, 0 ng/mL
DF VTV TIE, BT > T E DEE 0.00 ~ 0.01 ng/mL Th -7z, TR (%)
DR LIS KT

A = FBE (%)
YT F ZFLF PV YL = 90 mg/dL 1.5%
HBRr T2y = 11.2 pg/mL 1.1%
i1 AR <13 mg/dL 0.5%
JutI R <2 mg/dL 2.1%
VAU URVNN 3 = 8,000 U/L 1.2%
A 2R3 LK < 1.18 mg/mL 1.2%
JIVIE R TV LR < 2 pg/mL 1.2%
Ny ALy R = 2.6 mg/mL 6.7%
RERGENE

CLSI A1 K54 > EPOT-A2 ICfiE> T ARFw S OREMICEEE 5 Z B lREE D H
BLUFOMEZETM LTz 2, 2SRRGB R GEGY > 7 PCT % 2 1 (0.5, 2.0
ng/mL) 1275% & 5 IRIL7z,

RERISHE (%)

RERGHEME PCTiRE PCTiRE
RERGHENE BE 0.5 ng/mL 2.0 ng/mL
| s PI 2 2 ng/mL 0.7% 0.5%
| R DI 10 ng/mL 0.8% 0.9%
t I a -CGRP 10 pg/mL 0.1% 1.0%

t I B -CGRP 10 pg/mL 0.4% 1.1%

(3) Zofts

Ay & ARCHITECT 7 F 5 A Y'—H K U TBA fufigifiliet 7' a Y ORHETH %,
R, BRI BIIVEDE CTEE N,

(A% - BE RFAD]
(1) HEORERAZE

FlRIEZ DE T2,

(2) BELGHRE - 811 - HHE

s AFY VAT vEAT AV
+ ARCHITECT BRAHMS PCT « % 1) 7 L—%
(ARCHITECT B-R-A-H-M:S PCT Calibrators)
(B4 1 6P22-01) 1 2.0mL X 6
cFYUTL—HA
(FEaEY e bidE 4474 - ProClin 950, 7 I{kF U T L)
s FYUTL—HB~F
(FEREaY ) VRS, Va2 8>k PCT f#1#4] : ProClin 950, 7Y
(w2 WAI/NN)

TRHE
FrVTL—% (ng/mL) (pg/L)
A 0.00 0.00
B 0.10 0.10
C 0.50 0.50
D 12.10 12.10
E 20.50 20.50
F 100.00 100.00

+ ARCHITECT BRAHMS PCT + 21> b a—)b
(ARCHITECT B-R-A-H-M:S PCT Controls)
(B TES - 6P22-10) @ B 3.0 mL X 2
(FEREaY ) ViEEERR, V3> k PCT f#4£4) : ProClin 950, 7Y
{2 WAI/NN)
OV b =)L X Z O X CE P2 R T .

=12 EFRARIER
I ka—)l (ng/mL. pg/L) (ng/mL. pg/L)
L 0.20 0.14~ 0.26
M 2.00 1.38 ~ 2.62
H 70.00 42.00 ~98.00

AEUAFHICGHEKEIN WS a Yy Fo—)LOEHHE Dy MR TER L, B
2R LTOERHIHZRLIZEDTH S, ShidicB0T, AFiEBEEnTw
ZEBEHONMIT, TS K OS2 S 2 3%Ed 5 T L et
T %, WY E P2 RE T B e DICE T NELH R L LTI RS 5
Nz,
cFYVTL—vay s a¥ho—lboy b - aldEy b
s FyUTL—&my kb - B
B CEDaY ha—)LzlifT5Z LB TE %,
« VR BRI
(FEEaY: ) VEERER, e NV Y L ESPURAL 7 2k b L)
- Kby
Y TIhy T
< AR MOVATE
IR MVAF Yy S
CEMERY FERBERY b Fy T (X T ay)

AV TF Y A REIEEFEFICOV TR, i 2BEROIULHITE 225 L.

(3) AIE (&fF &

SR ENE R E 2 T 5,

D FvyUTL—% G5eh) ElEdmk <A 7a8—71 )b, avyar—r%
2.1 1 OHETHEHL, LLFTOMWY KISEE 5,
s FY VT L—RFEFREIMARKIC A =T 1 Z)VENA, MGEE 5,
- RIS ZRRE S, 3oy — RN, KISEE 5.
© RIS ZEBRES. TLRUH— 100 uL A, RKISEE %,
« MUH—300 pL ZhZ ., KISERMOFE GEER 400 ~ 500 nm) DI
JERNET B,

2) Fv ) T L—ROFNEEN 5 PCT S & R OB FHXD R 5 nEED X €
V—ICiEE NS,

3) MIKDFOCREMEE N, EBEOREY —ICHREEN TV BRI E ke 5 T
LIT k> T, Bifkho PCT %R %,

(BF) HRAL S RIBIEE

1. RIERERDIRIEE

WIS THEZITIENC, AFy NHT v T 7 ANVEBEIRICA VA S—)ILT 5T
&,

c TR ATTANDA VAN =IVHEBXUCT v AT A= DR, EHE
DFHNCDONTIE, T 2R OHIREIALEZ BT 5 T &,

« T RAIRT A=ZDOHIRNCDONTIE, T 2 BEROIUESIHE 22T 5 &,
« BREROBRFICEE T 2FEIC DV TIE, (EH S 2 R OEERSIHE Z ST 5 T L.



BfuDZEHR
2
I (HIIRGE DN X 2RI = TR (ZEHR O HAL)
FIHARRRE D B THREK AR DEML
ng/mL 1 pg/L

2. AIEE

c aY ba— ) VORIEMNVEIRIFEZ AN TV RS, RENHEL TV EH, BIE
ICIRO WD L AREVEN B %, BENTMLERRIEMENE L. BlEZTTS T &, &
FLCTHFY YV T L—avEiio5C k., b7y a—T 4 7DV TE.
T 2RO BHGERIHE 22T 5 C &,

CBEERC I A T ST 4 TV EYD TR Y b T REEE. kT L Tn B
MDD 2K 25 5H CHFMET 2080 H 5, TOBRORPEICBOTE, &
SITIRANT 2 0 E3 750,
cRA7ON—=T 1 7IVDR ;L% 30 BEEIEMT 5,

CRATANR—T 4 ZIVHFEBREEN TV C EERIRTHERT %, XA 7 18—
T A VA FIVICA#E LTV A 551E. ZERICHRE I NS TR MLzl
BT %,

C RAVON—T 1 7 IVHBBRETNEWEE. ERETIC BENTEBRILEL,

A= T ¢ VA EIERE N5, PEER NV, hEOR
DI FFEIC DV TE. [ERLERIZERWV EDEE] (2) EHLOZFEZSIG
IT5HTE,

s T BRI SEF Y b2y TS,

RS REEARIEN TR Ty hENTVE T L EHRT %,

© TARTOMIR MU, FEDPIRO I ENTWS T L Z2RT %,

c BREISIGUT, Fr VT L—vavEA—R—T 3%,
cFy U T L=y g YDA —F—IFEICOVTIE, [T 2B ORULIEE S

Hgzc e,

et —2—d %,

cBABIUCaY - LA —Z—kE NGRS OBRIEEICOVW T, E
T 2 HEROBIGHIHE 22T 5 T &,

c YUy TR UTE TR BRI Y T bimiE, BRI K DRI T N,
A=K =V X LR—MCHIRE NS, BHEROPEER/NICT 2720, HIlE
BIGARIIC Y > TV A FIEYIR ROV > TV A > TWB T e 2 ERT 5T L.
[J— > TN T TORKZERMEEE : 10 [

C TR, EBICHET B4

A R AR > 7 V& 1 150 L

AT > Ty TCBilET 25 S ngist > 7)VE | 100 pL
- By ME SIFRILAINICIET 555 ¢

HIERAE S Rt > TV - 150 pL

[ CY > vy TCBmilEd 25 a3 Bist > 7)VE 1 100 pL

- HECE Y MES KA BA TIET 255 BILLY Y 7L (Bitk. 3> ha—
oo FrVTL—2) IT s L,

© JURIAT 2 — T E I TRIAT 2 — T BT 256, VYTV —=Y % 0T
WMABED T TH B T L ZHERT 5,

cFy )T L—2BXUary ba—)LEHEET S,
cF v U T =20, EHAECOVTE, [EREXIZEHRV EDEE]

(2) FERLOZEE 22T 5T &, MR L THA L%, -10CLL RN THRIFT
5T &, HESRROME DR UM 3 MIEMBA TG AIFRERET 5 C L.

- oy ba—)Lo#E i, FHTHEICOV TR, EREXISERVEDFE] (2)
FEALDEEZBINT 5T &, Rff%d 2 ~ 8°CT 30 HM X THHTRETH 5.

cFy VT L—2BXUCaY ha—)bi, FHFICERSSNICEREIRNT S T &,

s RMVEBBEICLT, SV TV hy TICENTNOLERETH N %,

R

HBEYVTL—H 81
garbo—)b 6

c YTy N5,

BTy MCOWTE. T 2EEOTIGIHEZ ST 5 L.

- EZRR T %

- HIEFEIC DWW T, (HH T 2 B OBEkFIHE 2203 % C L.

S IELWHIERS R Z1S 2 Fedic, [T 28RO BERFIHEICHE > THENE A Y T
FUREITO Tl HRDOBENK OHBIRA Y TF YV AZEDTVB A, Mk
M D FIFHES T &,

3. BEDFHR
PCT JlZEfEAY 100 ng/mL (100 pg/L) %Z#Z ZMfkiE, “ > 100 ng/mL” (“ > 100

ng/L) DT TMWEREND, TOMKIS DOV TIEAIFERE O THEBIET 2 C

LW TES,

BEFER
MefAld 10 fHICHHIE SN2, HRATOMABE D BEIICEHE N, WERRE

LCHiiEE %,

TRA —Z—ITDWTOFEMI. i 2HEROEIGIHE 22T 5 T &,

4. F¥YIJL—>av

cFYUTL—RA~F AL 2EIET . Fv ) T L—2E0E%. BEICHE
5T,

CREEOaY M a—)LEE TEEL, Fr VT L—r g Y EiHidTAI L, OV
ko —)LOREED, AHICHIM I N TV EHHFPICA > TV T L Z2ERT %,

« F4 U7 L— 3 Vi © 0.00 ~ 100.00 ng/mL (0.00 ~ 100.00 pg/L)

s BUSEN LYV T L— 3 VORI ES NS & T0%IE
WESEICF YV T L=y a YETIDBDEIZOD, ROBEICEHEFY ) T L—
TavETS,

s FLvmy MESOMEESF Y b EMHT 254

< OV ba—)VOREMMN, 5. @EEEAEICH - TEAiH TR FEICE DY
TRGE LIRS ORI Z NN TV 255,
« OV b a—)VOEHEH G FRICHE DO TERE L TOARVLEEIR, D

e 30 HMIC—EHFY VT L—arzfiol &,
WEMEIC B E RIET RN OS2 EHDRA YT AR LGS,
Fr )T L= BT R RN D S,
s F Y VT L= 3 VICODWTOFMIE. T 2RO IHEZ ST 5T &,

5. MEEESE

- LR OSEIc gDy bu—)Ve& 1 EES S T &,
- BER (4MED
s Fy VT L—va stk
- WEHICHE R 5 2 B HEED & BIEHD X 2 77 > ADF itk
MEFROREEEITIEA, KO HEICaY b a—)LZET BT LEZEDTOIHE,
YREHERR D FIAICHES T &

- R OREEIS NI, RIS TaY Fa—)VOREZBINT %,

- EHHIPNE SR CRETRETH B, HEHHHAZANTHIHEG, B5Nimk
DORPERRIIRN E L, HIEZITS T & RERELTHFY Y I L—va vz
(TR

s MR TRICE DV Ca Y bR — ) VOEREZRET 350, LECECTaY
ta—ogny T, 2=y Mk X CEREPEZ 32 b o—)VORET
LICHEMR TRETNETH S, ¥H (3~5H) MICIEH .20 [LL EORIEZTT->
THRLSNIIEMZ VT, HIfFENE TE (=7 Y M) &id5D ()
ERETBEEDSEND B, WYL EERIPIZ T T 3 OICERTNELYHE
K e LTRLULFABT 5N,
cFrVUTL—vav
- gy b
s FyUTL—ZOoy b
s Ty Yy IRV a—)b
- ERE

s SN, BEROMEERTFICEIINETH D, £, FHT2
Y b a—)VDN— RIFRAEOFTRICH U CHEYITh 2 ElER T 5T L,

« SRS O HEEEHEIC DWW T, CLSI A R > C24-A3 £/l fthod 77
ARSIV EBIRTHL S,

BEEEAAFS1>
R B A A K5+ > & LT, James O Westgard, Ph.D. O “Basic QC Practices” %

T B L TES 4

6. &R

E
AKFw R Tldk. 4PLCiE (4 Parameter Logistic Curve fit, Y-weighted) %\ TF+

VI L—2a Y h—T7MERENS,

HWRIOZEHICOWTIE, 1. AIERBORIEE BUOBMESMI LI L,

739
HERRICE > TR T I TMICT S TDERENDLOND S, TOMICEREN

ZAREMEDH %75 71DV TIE, Y 2 EEROIURIIEZ ST B T L,

[RIEFRERDHEZX]

BERRAICSIS B1%5
TSR LIeT =2 I3REMEHITH O | HHER TR BREZHRZ RITHEDD 5.
O REE I DRFPRICHE D & | SRRl U 7 23089 % 2 Lo

Mitd CLSI A A RS A > C28-A3c Ifit> TIT->72 9, T EEAAM, Ff (18
~67F) OEFERARNE (n=217) BXTEBERALE (n=229) 75, EDTA-2K
FRIME 2 O TREL LU 7z & b ISERA 7z 25 Uz,

PCT ¥ (97.5 8—1 XA )L) &, HM: 0.08 ng/mL. %P 0.05 ng/mL TH > 7z,
R TO PCT ¥ (975 /8—t > ZA)L) &, 0.07 ng/mL TH -7z,

b7 —HIc k%)

ERBEHRUEEEE

JEEHIXERRIRIBIC X > THREZZ G0 H 5. PCT B ERIRMIC RO B 2 MG
BEHYET ER U, JIEET 21 ONTE BISEAE RS, 772 LSRRG I MEA
MO, HRIRELEL THZ T D, BRINDF U TH->TE PCTIEED FH
I DRSS BN B AHENEDN D o it T PCT OMEHE R II MO RRATAL H S RIRAE
FRELHEDRTHRAMCHWT LS A CHEICMHEMT 2 T &y LUNIORT D
CETLBEMTH B,
2E MR RPE / BINEDZET

PCT OMFEMIE. 4 HEHIEEYSERBIME DB G Th 5 68, 2uMssE
SOSIEMERE (SIRS), Wi, SEAERUIE, BOMENES 3 v 7, KENEBEM R
CORERIAREERIC X 5 T VY U RSO > THOFEN TS 9,

PCTRE
(ng/mL. pg/L) HIE
< 0.05 TR REN

Ay FORlEEE,. < 0.07 ng/mL ZRLEX,




PCT iR
(ng/mL. pg/L) HI%E

<05 EEPERGYE (Buiit) O REEMEI RV JRFTIERTE R AYE D
ATREND D %

R L PERAE (RERUIE) 15 Y 2 2 &R,
SR RITRA (REIRE DY) TRMEE R R AN
B30T, PCT R 0.5 pg/L AT b > T & BROA A
ARBTG5 LR TERV, Eie, BROT N GE 6
ISR 1C PCT 2 LB, WIFE (O R TH % 1]
Rt B 2723, 6 ~ 24 IHITTIC FIREIE S 5 C &

=05~<2 EEMEREGYE Qi) ORREMNSH %, 7272, PCT I3kkA
BRMTLEATSTENMONT VS, HlIZHIELDZFER
ZIRTBT L,

SRS PERRYE EAERUME) 1SHETd 2 ) A7 ISR,
BHEOMRRIREICTER LR S 6 ~ 24 IFHILAAIC PCT 7% 1
MELT, HERSEZRY VIR L,

=2~<10 MhDERND 2 HBZ2RE, REMEGYE (i) OnTRENE:
AEe FENE, HEEDFBRZZMI D L,

EE R MEGYE GEERE) 1ITHEITS %) A7 1@,

v
S

FAEM B MERUMAE K72 SRUMENE > 3 v 71k B EEA B NS
HABEEHRIEIEN D %

EERUIAE & 72 (EWUIIENE S 5 v 7 OaREMEAIER I Hi .

X EERMAICSY 2R TR LN LD HTH B,

HELDEE

© HOERERE ORI TS RICO%E . JERFRIISMNEE T D 5 2 O THlE
FERICEESD < BN O MA P EHIEIRE 2 5 L TREMICHITT 52 &,

< AFy FOBEME. OBIEF Y b AT LER UM RT LIRS RN,
REshEEETsC L,

- WERERUE, AEIR, OB, BIRITRZ & L AbE TRAICHNT 22 &,

< ARF v - ORERSEDERIT IS IET 256, BIORMEZITS T L 2H#Etd 5,

cEICHEE 5.2 B a[REOH ZWEIC OV T, BRMELDZE] 2) HhEHE -
YHESHNT ALH L 7e & LA L TV,

- PCTRIEED LRI, BICEEMHAERPEL BEELHZDIFTIEEL, PCTHllE
TEDIEE O FIRIC & > T LR 2 RMZL RIS RdH, CHCEEE NS L0
TldAEL,

- Et% 48 BN OFEW CERIRg L) 10,11

- FSEAME, YARHREE, EEAE. OKT3 (LEF 7 CD3) Hitkds X UARIEN
YA Mo 2O Z2 RIS 2 o SRR 5% 5 H

- AR LR G R

S RSUT AR S U TEI) Ik B aMNTEERE 12

- BE R EEOLENY 3 v 7, RINCHES B ORI AV, /NI
Db, EREONFZS L Ot E 78y U A% 13, FURIREERE C
flahs A

c PCTHIEEMEETH > TH. MERELLGVCTEERLTVWS LIRS, #
DD - TH B, R, di2 R DN T PCT AMAKIEZ
R HREMD D B,

© RYURE/ 7 a—F )ik E OB K B i K TR E 2T T RE O Mtk
F1iciz, HAMA (Human Anti-Mouse Antibodies : 1™ At b ifk) BEENT
WBTATRENEN S B, HAMA ZGTRikE< ™ ZE /7 a—F Uitk flni=F v b
THE L7286 IE LOIIEMEDS S W WA REMEDN H % . Wi 2175 1B Tz > T,
oI RT3 C L hd s 14 15,

b MEh O REFES A SO T a7 ) SRR L, invitro DA L/ Ty
YA B G2 5T ENH 5, HHEMCEIYE 3B g 53N
BZEFTIR, TOLILTHEZIBHAND Y, ELOIEMAES NV ITHE
MDH %, BWEITIICHI>TE, MOWERPREL 5% LHH % 16,

< B MIEROY U F T, SRRSO ) SRR L, in vitro DA LN/
Tk A RS2 5T e B 16,

(% &l

T TITRLTzT—2I&, ARCHITECT 74 <+ ¥*— i2000SR T3 NI TH %,
HiRR TR AR R I HAND S,

(1) BIRYE (EFEE - 5RY

Biahd CLSI A4 RS+ > EPO5-A3 Ifit> TiTo 7z 17, 2w F ik, 2 1w b
DFYUTL—%, 10y bOaY ba—)LEHALT, K25 ChiEFo72, 3
WEOaY ba—)b, 3IEOL ME KL 20 HEICHED 1 H 2 [, Daled
2 HPE LTz,

R/ FvUd MEER B

St L—% pigE  AERBRE  @WERY @

271 avhk av bk n  (ng/mL) SD %CV SD %CV
| 1 80 0.19 0.0052 2.7 0.0054 28

Oy k 2 80 0.20 0.0053 2.7 0.0055 28
o—)V L ) 1 80 0.20 0.0046 24 0.0049 25
2 80 0.20 0.0045 23 0.0049 25

ee, FpyJ MR ANEIRYE
Stk L—% T(E AERNBRE (RWERY 2
o7V avhk = n  (ng/mL) SD %CV SD %CV
) 1 80 1.94 0.0437 22 0.0480 25
av bk 2 80 1.97 0.0439 22 00482 25
a—M 5 1 80 1.92 0.0320 1.7 00412 2.1
2 80 1.94 0.0324 1.7 00418 22
. 1 80 68.60 1.8407 2.7 24899 36
ayvhk 2 80 7041 19577 28 26485 38
o—)VH ) 1 80 67.33 1.6972 25 24172 36
2 80 67.73 1.6146 24 23667 3.5
. 80 0.06 0.0015 24 00016 25
2 80 0.07 0.0016 24 00016 25
AE VI
) 1 80 0.06 00013 2.1 0.0016 25
2 80 0.06 00013 2.1 0.0016 25
. 1 80 1.33 0.0235 1.8 00286 2.1
2 80 1.35 00237 1.8 0.0288 2.1
ISV B
) 80 1.31 00207 16 0.0279 2.1
2 80 1.32 0.0209 16 00283 2.1
| 1 80 13.24 0.2505 1.9 02943 22
2 80 13.30 0.2516 19 02957 22
7339 C
) 1 80 12.62 0.1936 1.5 02917 23
2 80 12.85 0.1979 1.5 02989 23
ARENFFBIME. WERFEBME, HERRNEZ ST,
(2) EiRE

Bt CLSL /1A K51 > EPO6-A ICft > TiTo 7z 18, Ad v DR 0.02 ~
100.00 ng/mL (0.02 ~ 100.00 pg/L) DOHIPHTEIF TH > Tz,

(3) RE

7579 LR, RERR. EETR

Miild CLSI H A K54 > EP17-A2 Ifit > TiT- 72 19, LoB (7527 L) D
Kfifild 0.00 ng/mL, LoD (KHIERFD) DRAMAIX 0.00 ng/mL TH -7z,

LoQ GER FFR) &, CV=20% & L7z EDR/NEETH D, AF v MET2
LoQ DI AfHlE. 0.01 ng/mL TH- 7z,
¥ : LoB. LoD, LoQ Dfiild. 5 X NABMERR L~ 5 & 5 /NIELUT 2 #ricHi
ATW5,

(4) HIEEH

PERIPHIE AR > TV RN &N A 77 X OFFAIR S i 7730 72 37 (ng/mL |
pg/L) DL B,

A b OWEHIPHIE 0.02 ~ 100.00 ng/mL (0.02 ~ 100.00 pg/L) TH 5.
(5) TEBIMEERAERURERADEEYSE
1. HEBSMEEBRARAE

b MR Z T, Ay b e 2 FEHONEEF v b2 ik U THBIME 2 Md
Ufzo #RZRITRT

1) A ECLIAEF Y b

1REE ElFAE faE HHERE ()
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CGEE L ORIE CHIY BREEEICIE. b MESRB XU/ FRBIBEMICER D B
2UENETENTV D, affild. (B - 8BEF (Fv FOERK)] £/ [BE-
AR (BMEAZX)] 22T 5C &, b MHORE E 72 SRS A AT eIk
RUEE LW T L ZARGES 2B HIS N TR0, 3RTO L b HDIY BT
ICEGMEN D 2 L5 2T, TNHOMEHIB LU MRfkIX, OSHA Standard on
Bloodborne Pathogens IZfit> CTHU D iS5 T &, EEMMEZ ST, 232 DR
MBZYEICDNTIE, N A AT T4 LNV 2 3Oy N1 417
A SR B C b 2124,

cFY T L—ZACEENS L MMSEE HBs Filsika Mk, HIV-1 RNA BB 7203
HIV-1 HUEEEME. HIV-1/HIV-2 HifkBEtE, HCV HitkbEt:THh %,

< AFEN S THRMC A - B AITIIK T HSVi T SO IS 28 B2 1T0, &
EDHNZEROF U THEZZFB T L,

s MU= BTVAH VAR TH S, BT L TIE, s BRI Lz 0.,
HICABRWE S HET BT &,

< AWE AT 288 ICIE, RERE LT IEF MUY LDEERTWSED
No%, FHllld. (AR -8EF (Fv FOER)] £/ [BE-BE GREAFD)]
BRIT BT L, Bk OHMIC & 0 IEFICHELDOBRNA ZANFET B, B S B
FHHOBK, B S RA7HEEERL, &5 REAZWALRNT &, WEMB
KURIRMY) T ECHRT 5T &,

© ROGASFAICEIT B fEbs T, EEHEE KT,

A YIS—T 1 TV

&8s TRIS #E(fiil, AF VAV F7Vmy, 7IALF LUy
IN=x5)

H315 S eI

H317 T UVF SRS R T BTN

H319 A R

EUHO032 fifs & DT &K D IERICRMEOIRN A ANFELT B0

RENER

P261 SAM/ER) ATL—DOWAZERTZ T &,

P264 Bk gz Fz i<k T &,

P272 HRENTAHERGEEG D S E R &,

P280 TRAETFLS /IR / RIS 2 5T 52 ko

2) B# CLIAZEFY b B2EE
ik ERF % 1= 1R (1) P302+P352 BRI LIzta « SROKTHS T &,
137 Passing Bablok 0.9 1.0 P305+P351+P338 ARIC A o 72858 KR CBORIEEELS TS T Lo U
&0 - AYRT LY AZEMLTOWTERICHE S 5A13
NI &, ZOBLIEEFRT BT &,
P333+P313 FE RS 7 FEBVE Uty EROBE / T
70 TrERI5T L,
" P337+P313 RO B B DB5 ) F4TEZ I BT L,
60 P362+P364 HRE N R RIRE, BT B HE I 3Rz
BT,
— EE
E %0 P501 AT / B8 Y T O B T b
[®)]
= - ROGSHAC BT B B SN, R IEE RS,
~ 40 e aAvValr—hr
g CFyYTL—&
«arvhuo—)b
30 4
20 4
= RFNAVFTIOY, TIALF I I LEGE
10 - H317 7 LIVE— MRS S T B ZE R
EUHO032 s & DRI & D IEHIC DR A ADFET B,
0 : : : : : . : , BONE
0 10 20 3%&¢41 fi 60 70 80 P261 I /ER AT L—DOWAEMIS T L,
¥ I (ng/mt) P272 R VAR B T &
2. BREROEENE P280 RTS8 / (Rl / RIS ST B C L,
SO T A, FHBEMICEMIEN TV ML X 2 IEHER I FEELED, Fr U T =t
L—ZOREEE, itk MK DT E NIRRTV 5, P302+P352 RIS LIRS« 2ok TS C b,
(EA EXIFEER L LDEE] P333+P313 RS RIBE T2 G FIB A Uty 1 IR OB8 /) T4
(1) BB L (fBEphil) o TRZIBC L,
AFy FOWETE, © MAEZID LS . Mikid, HIV, HBV, HCV H0mfn P362+P364 IRENTARZBE, TN BRI A TERE S
BHBHBEDE LTIOLS T Lo BECHT> Tid. BRADBEMRERNT 5720, BT L
HOEK, B, YA BIOENMETTEEEMN L, KB 0y T ¢ BEE
YTRIbENT L, P501 A / A Y5 AT TR B T L

s BEITEICOWTIR Q) EELDIEZSMI 5 &, e KT — %> — F(SDS)

DNHZLEITEHLHETEMI ST L,

cBRT=2Y—1F (SDS) IKDVTIE, ARX Y=Y R—htrZ—lcEBlnab

HLTEEW,

© IR ErR OL A EOTEOFEMIC DOV TR, 1T 2 BER ORI E 2 B d

5Tk,

() ERLDEE

+ AN T AR R L5 T L

CF v MRERBRE SRy FOREEERETEALENI L,

0Py MRSORIETH > TEREAEELT T LB LEVT L.
BRSNS ST 4 S VR TR Y MY BEAE, METITERL TV ST

REMEDH DK 72 H5h CHOMMET 2080 H 5, A7 1a/3—7 1 7)VOiER
HcowTid, (B - BE AR 3) AIE (R Ee2sMdysCL.

- HEAR FIVAPEIR. SRORRBEE BRI, AREOLHLEHSTHLTE

By 3Té, REZFEDQRTEY ICERLE, 2 IRA. AEBEROERMEIR

EETERL,

c ERZRT B I, BER VS22 L&, R TR2EN
LTIt T &,

c F vy TRM S FoidHoR MV TSI I ki3, R MVEREBEEEWNT
& WMEMNIRH L, WERROEEIEMAEDN S,

- RERIAED &\ BRSEAS ERL I THAAR LTI % T & B 20, MEI B L
AN

- BEREAErR OEE D EOTEOFHNC DOV TIE, 9 2 BER O BEkGIH 2 2

B L,

* IO 2 RITIRT o

W LT &,
BRI RICIENE LI - 72856, IR E e Tth s,

RFEE SEREHE RELOIFESE
KR 2~8TC EHHRE T 2~8COMIFHATM B H L7tk
T HHRETH %,
VMTREERGFET S L,
25 H 7zl E 715 A3 pRdT 52 L,
IR B 2 A F v F >
FEDWTIE, T 2 a8 OBk
HErzsid s L,

s BN BIRORLERE 25 N




¥y OB FOZEIE T aty YV TRV 2 )WICH BBAEDH T

FUUEND, WFEF Y FREERD SO IS IETICAF v 2TV, BEERNIC
B BLEMEMRDO 2 A~ —ZEHT 5T L.
AR RICRE L X XRS50, 2V SHD L TRIET %,
ARIEE R SID L 7c e &3, GREGR MVAI MRS R UTEER FVAF Y v
TR OAITARIET) W Tledk & 2 ~8CTHIFT BT & BihSMO L
TRIFT B3, VL TIRBZ RO, L DRy VABIUT L AHTHR
92 LMty s, BENSIMWH LA 7ON—FT 1 7ILKR LA, 2
~ 8 CORFHAMCUTCTRETREING D oII5E (PEZEY A fRE
T). TOFEEFY MIFEET BT L, W¥EF v MBSO g AEICOW
Tl&, i 2 BEGOHINFGINE 2SI 5T &,

s FY VT =& ar b a—)VBERICREWRE LD o et R E T

LETH%,

cFY VTR LRV E EIE, -10°CLL R THkiRET 5 2 L.
c FrUTL—&IE, 15~30CT 30~ 60 7kl L TrRBICHiEd s &o [N

IR IR (10D 22 &, liA%IEEZE < S, -10°CLL FOMRLE
WANCRT T &,

s Fy U T L— R ORMREEZ RS S, BEH 2R E R MVICRRT 5 C

LRSS %, 3 M2 A B RSO D IE LISHIT B T &

s ayba—)lid, -10°CLL R THESRTFS 5 C Lo lfiff%ld 2 ~8CT 30 HIMET

(RAFTTHEC B

s I bha—)hi&, 15~ 30°CT 30 ~ 60 /ffiE L CreIciligd % T Lo {EHnTIc

R MICERERRAT (10D 9% 2 &, @fRHZANE 2R bVICRIET 5 T Lz
9%,

(3) RELDEE

- WAAICIE HIV, HBV, HCV DGO E DODEET 5-NDH 5 DT, Bl

RS A ER B EIE ORI N U U L ARSI 1,000 ppm, 1 RFELLE
) @ TVEVT VTR R (2%, 1 RERLLRZED I X B0, HE0
3A—=rZ7L—=7 (121°C, 20 7LLE) IC K2 MEUZTITS T &

s B K UBRES 2R 25510, FERMOUIE K UTHRICBIT 20, K

G B ORUEICHE > TS B T &,

* FEEEPOMIADRICL 7 Bcid, TR L T a2 R TR L FRECL 725

U TR EM - ez, 512 0.1 % NIRRT U ¥ Lidiks £ DY) /& iH
AT EM S T Lo MERITMYIEREMR (T8, LR, REkal) 24
MLTITS T &

« ARPE TS 2RI, REFERELTTIMEF P Y LNEENTVREED

NH b, iblE, (R -85S (Fv bOER)] /23 (BE-BE (BELHD)]
EBWT ST L, 7T MUY LR $RE B EKICU TUEREORET VR
ZHERTHT ENBZOT, FEHERTZLEICE. Kok HIIRd T &, #2k
BERTEOFHNC DOV T, [T 2 B8ORS 228 52 &,

(RriEAA. BHiAR]

i R
W T 2~ 8C 15 fiif]
T — TURYA—DWFEL, IV A= DI LTI

FEHIRRE, SHEICRREN TS,

(Gt |
O i+ v b B 6P22-25 1 100 [
AT —T 4 7))V 8.6mL X 1
cavYal—k 59mL X 1
kO ldEFy BI5HEES 6P22-35 1 500 (Al
AT AIN—TF ¢ )V 27.0mL X 1
caVVak—h 26.3mL X 1
O 7Ly AH—* GRS 6E23 : 975 mL X 4
O kU H—* BT 6C55 ¢ 975 mL X 4

¥ ARCHITECT 77 A =& M < 72 E W, Bil7eh Olzditic BRVWEbhE

{FEEW,

Fk FTAHARCE D, Ly FTERRETY FORESNZGENHY T,
FEAE B BRIV DR T,
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