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D, ANDOHUKEEIIRALITIKF L TE TV, ZD7 10 TU/mL ZHLHEfEE L
Ti@gﬂ;gﬁ%@biﬁﬁ‘lﬂlﬁiﬁé«’hém?ﬁﬂP}ﬁW%‘lﬁéh“iﬁhﬂ LTWVWB T LIc/ET
%, 9°©

(& &l
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AFw b OBEBMEE 15.0 ~ 180.0 IU/mL O#ifA T CVI0O% LL T, 180.0 <~
500.0 1U/mL DI T CV20% LA FCH 5,

FHRPEE. CLSI A RS+ > EP5-A2 1 fit> T L7z, 10 Gh6 filmssx)l, a
Ybha—lE, 30y FOMEE KT 3 BOBEEMH LT, 20 HECED 1 H 20
2 EE Uiz, SRERICRT, X atEay b o— L ORGP 0.0 ~ 0.1 IU/mL
Tholz,

Ere g WEREENE  RREEE
P Bt oy n (IU/mL) SD %CV SD %CV
Fptkar ra—b1 1 1 80 26.3 1.1 40 18 70
80 24.4 1.5 6.2 1.9 7.7
80 25.6 1.5 5.7 1.8 6.9
2 1 80 27.1 1.0 3.7 2.4 8.9
80 24.2 1.0 4.1 1.2 5.1
80 25.7 1.3 5.1 1.7 6.4
3 1 80 26.7 1.1 4.2 2.0 7.5
80 26.2 1.2 4.8 1.6 6.2
80 26.4 2.0 77 2.1 8.1
Btk ra—ib 2 1 1 80 323.2 257 79 474 147
80 2788 307 11.0 333 119
80 2964 275 93 330 111
2 1 80 319.5 168 53 29.5 9.2
80 288.2 186 65 217 75
80 301.6 19.1 63 230 76
3 1 80 301.4 22.6 75 424 141
80 304.0 326 107 369 121
80 295.1 294 100 321 109
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w N
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Sk g ODENFEBIE B
PN ey oy bk n (U/mL)  SD %CV SD %CV
VA V78| 1 1 80 107.7 6.3 5.8 9.2 8.5

2 80 97.7 5.7 5.9 7.1 7.3

3 80 101.0 6.7 6.6 8.6 8.5
2 1 80 117.9 5.7 48 7.1 6.0
80 97.6 39 4.0 5.3 5.4
80 100.8 4.2 4.2 59 5.8
3 1 80 1122 54 48 8.6 7.6
80 104.6 7.6 73 9.2 8.8
80 105.6 5.5 5.2 6.5 6.2
80 3780 421 11.1 436 115
80 346.2 445 128 507 146
80 3784 573 151 644 170
2 1 80 3678 292 79 335 91
80 360.7 268 74 321 89
80 3781 250 6.6 375 99
3 1 80 3876 375 97 569 147

w N

TSN ] 1

W N =W N

w N

2 80 3838 422 110 434 113
3 80 3674 305 83 332 90
JAE V2] 1 1 80 12.7 0.8 6.6 1.2 9.1
2 80 11.4 0.6 5.4 0.7 6.5
3 80 12.0 0.8 6.5 1.0 8.6

2 1 80 12.5 0.6 4.8 1.0 8.1
80 11.3 0.4 3.8 0.7 6.3
80 12.2 0.5 4.0 0.8 6.2
3 1 80 12.4 0.6 5.0 0.9 7.6
2 80 12.4 0.7 5.6 1.0 8.5
3 80 12.2 0.6 4.6 1.0 8.0

¥ T TIORLIeT—R2EREWEHITH O B CIERE 2R 2RI hahb s,

(2) FRERYE
AFw ME. CLSI AA R4 2 EP6-A it > TR 21T - 72858, 5 ~ 500 1U/mL
ORI TR, 1L

(3) EhRE

AF Y BT, F5DED I5%IEHKM D LR CV20% &5 D%, 2 5.0
IU/mL Alili T %,

[gG BEE Y A )V AHUARE 0.2 ~ 2.2 IU/mL Ot Mg 3L 11 filZ, 2 GOk
o2y FOMEZHNT 10 HEICHED 2 ElELZ, Fr VT L—v 3 vidc
DN 3 AT > 720 F/ 3%V ZNZ NG 40 BIIE Uiz, 95 % EHX M O LR,
CV20%ICHHE I B g ZzRI Lz A, LLRDY T 7IRd K51 1.2 [U/mL T
Botz, *

w n

70%
95%{SHBIX RS LIRS
60% p y = 0.114/x + 0.1043 —
\ 20% CV = 1.2 IU/mL
50% .
S 40% \\\ g
(6]
30%
20%
10%
0% ‘ ‘ ‘ ‘
0.0 05 10 15 2.0 25
AIEAE (U/mL)

¥ TR ULIeT =2 ERERNEHITH D Bl T 2R 2R Hanb 5,

(4) CDC/NxIV

KPRt > 2 — (Center for Disease Control : CDC) AMEfiiL T\ % a— Rkl
#7831 (n=100) ZEMEABRTHIE Lze TN S I S 3OV OFUAAMN 77 i ERREE
RS K> THEENT VD, AFy ORMBERRE, MG 82 fillc DOV TIAN
TR, BEMERS 18 fllc DV TIRTIEMTH > 72,

722U, TORRICE > TAF Y FOMEED CDC ISR E NIz &0 D ERE TRV,

(5) —HE, KE. FEM

Btk (JEsthsds & OUEE) 1253 B> IgC BURE ™ 1 )L AHkDIFHER A v b
VT, 3HIERTIIE Lic, & BIT. &itkz o [g6 BT Y A L Afitk®y b (E
ARG 2 HWTHIE Lz,

FERAY 10.0 IU/mL LA ORI, 5.0 ~ 9.9 IU/mL OMfkiZ 7L —V—>, 50
1U/mL A OBIRIEIEME L U, 1 L R B L7z

FHI L7 1253 05 B, 113 BlEAF v 35K T 1g6 BIaEE Y A )L AHitkF v
FOWETNAD B VIEE S CHERE TH Tz, WEMBRN LIz, AFv b e
110> 1gG HIESE ™7 A IV AFAF v+ ORRERERA—E Ui > oMbkl 17 HIT, Fx
W75 —FCRIZ 98.5% (1123/1140. 95% SHEXM : 97.6 ~99.1%) THoiz,
FERHEKEE. CHIIElHIZE) (% 98.4% (932/947.95% S HHIX 1974 ~99.1%) TH -1z
AR (R ERAIE) 1 99.0% (191/193,95 % 154HX[#:96.3 ~ 99.9%) TH > 7z,
Ay b EAO 1gC BURIS™Y A L AHifkF v b OIS RE£IoRT,

ER—EE #IEIRRE) (%)

fitia 1 fitia 1 fitiz 111 il
T 99.5 956 96.2 98.5
95% (KR  (98.8~99.9) (91.1 ~982) (92.1 ~98.6) (97.6 ~99.1)
n 819/823 151/158 153/159 1123/1140
HERTERE (FIELRIE) (%)
P 99.4 96.6 95.9 98.4
95% SHAKH] (984 ~99.8) (923 ~98.9) (91.5~98.5) (97.4 ~99.1)
n 648/652 143/148 141/147 932/947
X RMYE FIELRE) (%)

T 100.0 80.0 100.0 99.0
95% ZHEKH  (98.3 ~ 100) (444 ~97.5) (77.9~100) (96.3 ~99.9)
n 171/171 8/108 12/12 191/193

E ATy M EEMO IgC RSB Y A )V AFiAF v b ORERSRHERA L 5o
TR, R —BeR, MR K U RS IR D BRI L 72,

a BhEETR ORI 100% TH - 72,

¥ T TIORLIeT —REREWEHITH O Bk ClE s 242" Hand 5.

BhNETER
17 FIDTHERRIAIS DN T, D IgC RBE Y 1 )V AFifkF v b2 v TBIGEZ
f1o7ze BMEAERTE, 2 BIAVHIEORE. 13 BIDEEIE, 2 BIDE k2R LT,

{110 1gG R ™ A L Atk b

W Kt
Bt 2 0
ER
wE bt 0 13

EHERERTR O, AF -y S OMHIGHEEZ X 100% (95 % EHX M : 99.4 ~ 100%).
SIEEFLPE 100% (95%I2MEKRY © 98.5 ~ 100%). FILHZE —5ERIE 100% (95%
ZHEXRT © 99.5 ~ 100%) THotz, *

% T TR T—2IERENZHITH D Sk TR HRR 2R A RITHADH .
(6) RIESEEHE

WL, 5~ 500 IU/mL T 5,

(7) HERMEREERURERDEENE

1. HERAMEEBRAIR
« FiEhd CLSI HA R+ > EP09-A3 I2fit > THro 2o [l /5i4:l& Passing-Bablok i
ZVTz, 12

HAOL on MHBIGREC YA MIE IR
AFw bvsAthEIAEE M IU/mL 120 094 -5.03 1.05 12.8-192.0
AFv ~vsBALEIAYE i 1U/mL 106 0.83 9.56 059 9.2-2914
+ CLEIA % & D—BeRDOME 2 185 Bl k% AV T - 7z, CLEIA k& D42k
—ERIE 100% (185/185) TH o 7z [utk—BrRIE 100% (115/115), k&ME—
F#1E 100% (70/70) Th-oTz.

CLEIA 1
Wil Rtk Ak
(713 115 0 115
AFw b
[F54ES 0 70 70
it 115 70 185
2. RERDOEENE

Fv 7L —2%i%, World Health Organization (WHO) 1st International Standard
(RUBI-1-94) IZHDWT, FREICHEBEEN TV,

WEEDORZZF Y b TIHFENT [gC ALY A )V AHUADRIEMIE. 49 L EIFH
UllZ/RT L IER 5750, [gG REE D A )V AHUAIC IEIEHE & 75 2 E L DMAE L
T, ERIENEMEIEEIC & > TRA B AEND H 5, 13



kK

ek

(8 EIFER L EDER

(1) ERWE (fERRBALE) DR

c AFy FORETE. & Mz OIS . Fifklid, HIV. HBV. HCV FDELD
BNWHZEDL LTIORS T &, MEICHTIz> Td, BBROMEBRZEHT 57285,
HHAOBK, B8, YAV BIOCHMETTFRZEAL, FLOICKZEXY T o
Y ThEnT L,

COEE ORIE TR ZREEICIE. b FHERBX T/ R IBEWIC R D B
LPENEGENTV D, affilld. (B - 8BEF (Fv FOER)] £/ [BE-
BE (BERX] ZB8RTZC L, b MHRWEE G R EMEY D e 4K
YRR LN T LR BGET 2 S N TW0is, §XTO L b HRYIEIEE
INCERMEN D 2 LEZ T, TNOOMEH, © Matk, EBIEMERMEYIEIC TGS
EN7-ilkETIE. OSHA Standard on Bloodborne Pathogens I fit> TH(D 5 T &,
SR E 2 GO, T OREND S 2, IR E ISR S NI DO
T NAF AT T4 LNV 2 RT3 EL MK, RIS K 2 o) a1 4+
AT T4 HER AT ST L, 1417

s FY VT L—XACEENS B ML [gC BB Y AV AHUARZRE, HBs Hisikz
P, HIV-1 RNA B2 & 72 1% HIV-1 FUSIEE M. HIV-1/HIV-2 FifARztk, HCV fiifkkat:,
Syphilis AR TH %

s FyY VT L—XB~FIZEFENS MR [gC BEE Y A )V AGUAR %, HBs fit
JREE, HIV-1 RNA B2 E 720 HIV-1 HUEREME. HIV-1/HIV-2 $ilkRz1E, HCV fifk
k&PE. Syphilis itk TH %,

cREfEaYy bo—UcEENS M 1gC TRIE Y A )V AFiAREYE, HBs HisEE
. HIV-1 RNA B&M: % 72 1% HIV-1 HUsEE M. HIV-1/HIV-2 ifABEtk. HCV HifkBat:,
Syphilis HiAREMETH %

Bty bo—L 1, Btkary ho—)L 2 icGENS b M g6 R EE Y 1)L
ARG, HBs HUFEEME, HIV-1 RNA [P % 721& HIV-1 HUsEEME, HIV-1/HIV-2
FiikEEYE. HCV HifAREIE. Syphilis FilAREIETH %,

- DR S THRIC A » B BITK T HFICEVIR T SOOI EZ T, &
WHRHNEERMOTF Y TEHEEZZITDT L,

c MUA=BTVH AR TH S, KL TIE, BRI S L0,
HICASTRWESERT ST &,

< AWETHERAT 28I, AL LTI MUY LREERTVWE D
Nd%, FHllld. (RO -#8EF (Fv FOER)] F723 [BE-BE GRFEAD)]
EBIT BT L, M OBAIC & 0 IERICHEEOBO A ANFET B, IS B
FHHOBR, W S A7FEBHL. 85 REEZWALRNT &, NEMB
KUY 7L CHRET 5T &,

© ROGAEFUCEI T 2 b TN, TEEFEZ R,

A= T 4 7V

=®E AFIAVF TRy, TINF MU LEE

H317 7 LIVF—ME SRR TN

EUHO032 W & DRl X O IFFICHEORO A ADTEET B,

RERE

P261 SAN/ K AT L—DWAZRT ST &,

P272 HRENTAFELIM BSOS E RV &,

P280 (RAFLS / e / (RSB HT 5 C &,

ISREE

P302+P352 KR LI E L ZmOKTHRS T &,

P333+P313 RS E 72 3R UG BRI OB 5/ T4 T
ERZIBHT L,

P362+P364 HRENTREZIE. THERT 25813 0t#ZT %
P

BEE

P501 N / 587 Y e 7k CHERT B T k.

© ROBRIINC T 5 fEhef HHEHH, gz R T,

- BATRGK

zE T hF ML CI2-14 5 287 )V a—)b, AFIVAVFT
A= aexis

H319 A AR

H317 7 LIVF—E RIS 2R T BZN

H316 * 08 5 O BRI

H402 #% KA E

H412 EH G20 K 0k E#

Kk

RENER

P261 SAM /R AT L—OWMAZRNT 2 T &,
p264 Hfffzida Fe L<Hs T &,

p272 R ENTAERISNEE S S EIRn T &,
P280 PRAETLE / IRRER / (RREIREIZ ST B T Lo
p273 BRSO 2T 5 2 Lo

[CRIEE

P305+P351+P338 ARIC A o 72856 K CBO I EES kS C &, Xica
VRNV AEEHLTOTAZICNE BG4
Tk, TO®REREEGTBC L,

P337+P313 FROFIHANGE S A - ERIOBLE / FUTERZITZC &,

P302+P352 BRI Lz - 2E0OKTHS T &,

P333+P313 SRR E 72 3R IVE TR E DB/ T4 T
EZFHT L,

P362+P364 HRENFREZHE, BMEHT 25803 EZT 5
e,

BE

P501 N / Rty i TS B T ks

% EC 1272/2008 (CLP) %7z1% OSHA Hazard Communication 29 CFR 1910.1200
(HCS) 2012 %33 2 B Eida% 4 Lir,
3% EC 1272/2008 (CLP) i 9 2 55 1d 5 Lx o,

© ROMFIC BT B i HIERH, EEHEZRT .

s FYVUTL—&

s avhu—ib

=5 AFNAVFTVIay, 7O MUY LEED

H317 7 UVF MRS KIS T BZEN

EUHO032 i & DFEfIC K D IEFITBHIEDBNAANFEAT B,

REXTER

P261 A/ LR AT L—DOWARRT BT &,

P272 HRENIAERK I ST T &,

P280 TRAETFLS / it / (RIS T 5 T &,

[SREE

P302+P352 BRI LTty t 2ok TikS T &,

P333+P313 SRR E 72 S IVE UG EROBE/ T4 T
EZTBT E,

P362+P364 HRENLHZME, HEHT25GIC3kEZ TS
ek,

BEE

P501 AW / BERE YT CHRT 5 &,

* BERTEICOWTIR Q) EELDIEZSBMI 5 &, e KT — %> — F(SDS)

DNHZLERITEHEHETEMI ST L,

cBRT—2Y—1F (SDS) IKDVTE, AA Y=Y R—htrZ—lcEBlnaD

BLTEEY,

© BEREMERR O LA EOTER OGNS DWW TR, (S 2 BER OB IHE 2 21§

5Tk,

) ERLDER
+ A T VR I LR T L
CF v MRERBRE SRy FOREEEREETEALENI L,
CA-ORy MRSORIETH > TEAEAEELT T LB LEVT &,
BRSNS ST 4 S VEID TR Y M BEAE, METICERL TV S

REND D B K+ 72 H 5 CHHEET 2 080D %, A7 1/3=7F 1 7)VOiEM
HconTid, (B - BE AR 3) AIE (RF) E2ZHdIsC L.

- HER MVAPEIR. SRORRBEEFREES. AREOLLEH S THLTE

By 5TL, REZFEDQIRTEY ICERLED S IBA. AEBROERMEIR

HETERL,

c ERZRT B I, BER MVCHERZIO NI % L&, R TR2EH
LTIt T &,

s F vy TR AR MVICHEZID T 7%, RMVERBERENT
& AEEMIRH L. WERROEEIEMAE DN S,

- RERIAED &\ RRSEADS ERR I THAR LTI % T LB 20, MEIdw# L
AN

s aAVVal— M IgC e MAMNBA LG Gy Y a7 — F R IENTLE

Siedh, AT a = AR MVERD S BICE, b Ml Ezid e bl i
FRIIZMT BT L,

- BEREA R ORE O EOTROFMIC OV TIE, H 9 2 a0 Bk E 2 2

T5HT &,



- DRI 2 ITRT

I IBFRICIEONME LI o 72856, (EHBIRE TLETth s,

PAFIRE IREMREIR F Lo

2~8C fEHMRET 2 ~ SCOMRMELTA B H
Licth, 3 QIAEHARETH %0
VTREERMET AT L,

30 A& @ E G o pesd
AT ¢,

KPR BRI & TS %
i, HFErYy VI L—a N
B L IR DG END D,
AR B0 2RO b
FwFEIFICONTIE, HHT
2 B OUHGHIAE 2 28T %
&,

KFE /
ESESEE

Has Lk s ORGENE 30 HIH

X IBACRE LTI E 7T 50, HHWVIEHKERD SED U THIFT %, i
HABRMOMO MUz 2id, GRER MVATEB K CRER MV F Y v 7
RO NI TIRAET) VT EE 2 ~8CTHIFET ST L, HIRH LD L TH
179 23, L THIRERREDID, L DRy IZABXT N LAPTHRIFET S
TS, MBRHMSIMYBLIERA7ON—T 14 7IVIKRMIVH, 2~8CH
REBFATUTCIRRETRESNGD > BE (FEEZRYMIFIKET). TD
AEFyY MIEET BT L, ATy FEEEN ST T HEICDWTE, {EH
TR OBIFINHEZSIRT 5T &,

s Fr )T L=, arba—bid, BRSO RE LD - 72356, AR E

TRETH D,
cFyUTL—%, arvia—ld, 2~8CTHFT 3T &, 2 ~ 8COMIELAT
SO L%, §ICHAEETH B,

cFy T L—% 3y ha—)id SRR ICERERRR (5~ 10 [E) $5C &,

iR E < D, 2 ~8CTHFET ST &,

() EELDEE

+ MAHICIE HIV, HBV, HCV SFORGUED & DAL 2NN H 2 DT, FEK.
FEAFE AR EE X EERRE T N U Y L (SRR 1000 ppm, 1 KFRLAL
IRED £V TIVTE R 2%, 1KLL ZED I K50, HEH 0
3A—hZL—=7 (121°C, 20 7LE) I© K2 MBEUPEZITS T Lo

s FEB X UREE R 258103, FEEM OIS X UTHHIC BT 215, K
PGB EFOREICHE > TS B T &,

* AR MIADMRI L 725 B i, AREX L 72 a2 W DOFI L LU AR L 72
PR TR EM - ek, E 512 0.1 % RUEHRKR T U ¥ LigiHRE & DY) iH
BT ERS C & MEEEYRMRENE (T8, ReMlE, SR E) 25
LTS5 T &,

s RRETHA T 23, R LT DM F Y Y LOZENTVR R 8D
NHB, i, (AR -HEEF (Fv bOBm)] Fizid (A% BE BESD)]
BT BT L, TV MUY LK, I, S L RIO L TEREDO R T U R
ZERT BT ENHBDOT, FERT LTI, KEOKEHICHT T Lo Lok
BERTEDFHNC OWTIE, A 2SR OB 22T 5 2 &,

(AriEA %, BaHAR]

WAL R
REE T 2~ 8¢ 12 fi/]
ZetuAs TUNDA—DBFEL, b ) H—DIE LR

IR, SHEECRREN TV S,

CE3="L{v)

O WFFw - #EAES 6C17-26 1 100 [Alf
CRATIN—T 4 TV 6.6 mL X 1
caVVaks—+h 59mL X 1
- WRIRTRRI 100mL X 1

O al#EFw B5HES 6C17-36 : 500 [alf]
AT TIS—TF 1 )b 27.0mL X 1
cavYakr—F 26.3mL X 1
- BATIR 50.9 mL X 1

O FL by H—* RS 6E23 ¢ 975 mL X 4

O FUH—* LS 6055 975 mL X 4

% ARCHITECT 7 A4 9 —HZE TR 7ZE W, HIZE0 Ofd¥thic BRWHHE

{TEEW,

T B LD, £y FTEZHEF Y FARES N HANHD X,

PR, FARICBRIWEDE 2T,
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