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LA[EENEN D 2 D TIERAET %, SERACHRE T 2 A iRk z w00 B L 72856
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RSDRIFSAT
HfhiE RERE sREFHR
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c RIAT A ARTHAEL THNLT BT Lo
s FER U T RIFRER I 2 A TV K S1Icd 5 T &,

(2) HEME - HEFA

RISHELESBEDOC YL Y, ABFTEY, U ZUET 1 R, B2 ISTEMN,
Ay b OBIENIC S % B MBI 15% L FTH 5.

Ay FOMEHE, NCCLS 71 b 2 )L EPT-ALIC§iE > T o 72, Tg itk
53.41 ~ 320.25 1U/mL Ok, Rl MEIC B8 % 52 2 T HMEO B 5 ROME R T
MUTHET LIz e T A, W8I T 38 ~ +1.7% TH o7 %,

e ji=iEs
evjer 20 mg/dL
AEFTEY 1000 mg/dL
KRS (KR 4g/dL
KR ST () 10 g/dL
r)JVET AR 2000 mg/dL

¥ TR LT —2IERENZHITH D, SHik TR 3R 2RI EaNH %,
BHORBRERES KUCEAM 196 ¥ 7 IV

B L A 35 K O Al 1gG U > TV, Ak ORIIEMIC 5 2 % AlhE]
DHBEE 20%LL N TH 5, BEHIOH sk BMkds XU 1g6 Mifkic, Tght
K2 JRIE 175.58 ~ 235.86 IU/mLIc&% X5 IcifkmL., R+ bEHOTHEL 7z,
SABO TEIEE (%) ZXITTRTH,



AR IRE B OFHHE (%)
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B = F (RA) 18
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HAMA BTV I FHTH, AF v FORIEMICH 2 2 THEMED B % 81E 20%
LR TH %, HRNWSRSENZ S 5ICEHITT 57291 HAMA BX U U F R 124
Fv hZHAWTHE L. BEtLze HAMA BEMAIS KT U o< FR7 BRI,
Tg HitkZ 1 218.05 ~ 235.86 IU/mL IC 72 % & S ISR L I EIC 5 2 % 8 (%)
M Ulz, O (%) ZRITRTH,

T DDA BRiAE SO TIRERHE (%)
HAMA [/ 10 1.3
VU FHFPlt 10 1.8
¥ TR ULEeT—23RENERITH D, SR TR HR2 R GaNH 5,
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A%y & ARCHITECT 77 F A Y —3 K U TBA fefgilliEg 4 7> 3 Y Ol Th %,
FEAE, BIc BRIV EDE T,
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(1) HARORYAE
BRI ZOEEMN %,
(2) BEGRE - 8¢ - HBE
* o RK¥Fy MHT v RAT 7 AN
+ ARCHITECT Anti-Tg *+ &+ V 7'L—% (ARCHITECT Anti-Tg Calibrators)
(B © 2K46-01) : 40mL X 6
(FEa -V VEERER, 2\ 7-aLEs (TVask), b bk
LRAFA © HUEHD
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FrVTL—% (IU/mL)
A 0.0
5.0
62.5
125.0
500.0
1000.0

mm g O w

+ ARCHITECT Anti-Tg + 2> b E—)L (ARCHITECT Anti-Tg Controls)
(5% 1 2K46-10) © 4.0mL X 2
(EREHY ) VREREER, 2282 EZGEER] (72, e b il
PRIFA © HLRAD
ROEBFEPHIAE 2 DPEMIH T2 LD TH %,

avha—jb P (IU/mL) ERFIPH (U/mL)
[iR=DAN=E 0.5 =215
[tk ra—L 150 90 - 210
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3) Rz R 2%, T MY A= 100 uL Z A, KIGEH %,
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ZES %o
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T, HEOATY —CREEN TV R RERIC K > T, BIkhO Tg filkiRE %
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YIRS A 75t > 7 Vi - 150 ul
[ CY > Ty TCBIMET 23S nEiat > 7)VE 25 ul
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Tg FADRENEA 1000.00 TU/mL Z# A % Mikid. * > 1000.00" DT 5 7 hER
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« Y b VORGEMMNARN XIS SN TV EHHRIPAICA>TWab T &k
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NETHB. HH G~5H) MICHED, 20 [\ EOWEEIT> THRETZHED
TN H %, MY SR 2T BI1Cid. RO K S HEERNZ G Mt %
1O REND %,
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s Taky YU TEY a— )V
- PR

BFONFEIFIPZ . SO S EHFICEH TRETH S,

6. f&ER
tE

AFy Tk, 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) %MW\ TF ¥
V7 L= a v A—TMEREN S,
737

PERRIC K> TR T I TS T S TDNERENZ G0 H 2, TOMICEKREN
BHRENEDH 2T F T DOV TR, [T 2 EEROTURIFIH 2SI 5 L

CAIEMERDHIEZE]

IEHEA 234 ZHORMERD S & M EHRAZERI U Tz, §XTOMAD TSH HIEfEIE
HAERIPINTH o Tz TORMERID S 5 6 filidflittd Tg HFUARIE F v MBOTRME

LBEiENTZ 2D, AW BRI UTze 580 ORifAD 97.5 78—t > 2 A )VIEEIE 4.11
IU/mL TH o7z TORMEMNCISY) ZHEHERIPHIE 4.11 TU/mL KiTH Y. RHEMD
97.8% (223/228) M DFIMNTH -2,
(7 —2ick3)

CORYERIPHIE H K ETHA RTA 2V TH O, Shiadid. Fim. ML Hsk, EiR
JRAEZERE L, B U= A 3 5 T &,

¥ TR LT —2IREMEGITH D | S TR LR RTHEHH 5.

HELEDFER

- H SRR EE ORI CTIXIERISDOSG S, IFRERIEISAEE T D 5 % O THIE
FEFIC IS < ;u%ﬁiﬂﬁ@*ﬁﬁ’@ﬁ‘ﬁr‘r%”“:%gﬁ LCHREMICHNTdT ST &,

c JUAOPERE I, ZHAEBE T 0 Y BT 2 EEO DB ER L, FUIRARE

DEZWIZEITIICHTz> T, HBOMREZITO. BRKRFTH & Sh8 TREMICH
Wrdzc e,

IEHRRHEMO Tg HOHIMAEEN 5EZ % L. £ 20% DISEGEERIADTEET
BAHEMEN D B, Tg HUADIRE RIS & 75 2 REH O, M. #Hilic k> T
RILBLENH 5,

s HOHIAOEI L EMEIC K2 ZRRIED T2, FREMRIEZ R E RO S fE1E
T 5%,

U RE/ 7 a—F )i O ENC K B2 H B K CTRR R 2 T RS Ok
rhicid, HAMA (Human Anti-Mouse Antibodies : #/i~™ At hMjifk) BEENT
WA HENEDN D B, HAMA ZSTMHikE <Y A€/ 7a—F)UfifkzEHvizFy b
THE L7286, IE DWHBEMDME D MR O ATREMED 8 %o JHIE #S SR RAIT RLIC
FIGT Y. BTSRRI L 55T ENDH B 25,

. t b s T O BRI BT O a7 ) ITRIS L, invitro DA I/ T

ANCHE G2 5N %, HEWNCEEIEEYIEHREMCE S5 TN
é'*"%“(&i COXI BT ZEZI55GMH 0. E LM S iR AlEE
WNDH B, BWIEITICHIo TR, MONAREEEBEDHS 4,

(1% &
(1) IEREtE - BIRM
ARFy FOMREBME, Y2 7IVIEE 4.0 IU/mL DL T, CVIO%LFTH %,
HBI%IE. National Committee for Clinical Laboratory Standards (NCCLS) 7'm1 b 1
JVEP5-ASICfit - T Lz it > hm—)L e 4l hoS3ob7%z 3 1y h Ok,
3SEOBARZIMNT, 20 HINCIED 1 H 20 2 Wl Lz, Fv VT L—>a vid&
oy T LIS 1T e, fERERITRSR,

T Tg ik
it Wit R B

YU HEE gy k on (IU/mL) SD CV(%) SD CV(%)
1 A 80 146.83 2.94 2.0 4.69 3.2
B 80 150.99 3.13 2.1 4.53 3.0
C 80 149.35 3.41 2.3 4.10 2.7
[Z1E3 2 A 80 151.19 3.81 2.5 4.22 2.8
oy ha—)b B 80 153.22 271 1.8 3.47 2.3
C 80 145.63 3.46 2.4 3.90 2.7
3 A 80 146.23 2.85 2.0 4.76 3.3
B 80 14941 3.14 2.1 4.15 2.8
C 80 146.82 351 2.4 4.70 3.2
1 A 80 4.16 0.15 3.6 0.21 5.0
B 80 4.12 0.11 2.7 0.13 3.1
C 80 3.84 0.11 3.0 0.16 4.3
2 A 80 4.08 0.18 4.4 0.25 6.2
A VIV B 80 3.78 0.11 2.9 0.14 3.7
C 80 3.88 0.13 3.5 0.17 4.5
3 A 80 4.26 0.17 4.0 0.27 6.2
B 80 4.26 0.11 2.7 0.20 48
C 80 3.73 0.11 3.0 0.21 5.7
1 A 80 17.27 045 2.6 0.62 3.6
B 80 17.38 0.80 4.6 0.85 49
C 80 16.99 0.38 2.3 0.50 3.0
2 A 80 17.46 0.49 2.8 0.66 3.8
ISRV 2 B 80 17.32 0.40 2.3 0.53 3.1
C 80 17.16 0.41 2.4 0.56 3.3
3 A 80 17.61 0.46 2.6 0.79 4.5
B 80 17.80 0.44 2.5 0.67 3.7
C 80 16.68 0.48 2.9 0.94 5.6
1 A 80 368.42 6.17 1.7 12.25 3.3
B 80 422.83 11.28 2.7 11.66 2.8
C 80 421.51 13.64 3.2 17.14 4.1
2 A 80 383.97 9.74 2.5 14.30 3.7
783V 5 B 80 441.17 12.54 2.8 21.81 4.9
C 80 406.97 12.36 3.0 19.00 4.7
3 A 80 391.42 13.69 3.5 16.96 4.3
B 80 449.02 12.38 2.8 22.10 4.9
C 80 429.86 13.35 3.1 21.25 4.9
1 A 80 739.28 21.82 3.0 28.40 3.8
B 80 757.48 25.09 3.3 28.03 3.7
C 80 753.34 33.05 4.4 35.69 4.7
2 A 80 759.26 23.19 3.1 25.63 3.4
JAS: VI B 80 794.80 27.45 3.5 29.58 3.7
C 80 737.07 2392 3.2 28.95 3.9
3 A 80 827.71 55.03 6.6 68.26 8.2
B 80 842.48 30.16 3.6 51.23 6.1
C 80 765.29 37.90 5.0 45.10 5.9

# TR U T — 2 I3RENEHITH O S i TSR AR 2 R Hahd 5.

(2) RHMRE
Tg HirkiE 0.07 ~ 1.38 IU/mL Ok h3%)bz, 1 5O, 2 1y FO#RER
W 10 HIICIED 2 ERIE Lize Fr U T L— 3 VIETOMIC 3 EfTo 7z, &8
FIVIEZNZNE 40 [BHAE LTz, SamEIED CV% GRIEN. MIER. HE, oy
MEOSHZET) ZHEE L, IBEOHIMICHLTTry b Lz, Tay FLET—
ZOERHKD 5 CV20%ICRIEST 2 IMEZFI LIz & TH, CV20%ISHIENT % )
&, 0.311U/mL T - 7%,

¥ T TIORLIT— 2 I3RENEHITH O SR TR 2R R hand 5.

(3) RE

AFy FOMHERIE. 1.0 /ML FTH%, F+VUTL—%A (0.01U/mL) Ol
EZFOR U, AN S 2SD KIS T 2 IREZ MR & Uiz A, (5% 95%
T0.07IU/mL TH- 7%, (HEIE.Fv VT L—ZAD 10 EEB L UF v T L—
2 B O 4 FERIEZ 48 [AfT-572.)

¥ T IR LT —RIIMRENZHITH D Bk TR AR ERERTIGENH S,

(4) BEfRtE

AKF v b OEFMEE. NCCLS 71 k 2)L EP6-AS I fit - 7e it 2 17 - 71245 &
3.0~ 1000.0 IU/mL O TR TH % 3 Bl 7 — /L4 > 7L (1000 IU/mL,
300 IU/mL, 30 IU/mL) Z{8#E7—)L (F+ VU TL—% A) TENZNTOMEED 10
EETHKRL. 9ty bOTRY > V2% LTz, TNEOFMRY > T )Lz 1y b
D2 FHNT, AFy b THIEL T,

(5) BEFHR
A&y b OEBTIIC & BNEMEE TR E g LR a02E, 20% N TH 5,
Tg HiAEENF v U7 L—%E (500 IU/mL) ZiEZ %t Mk 6 filz VT, @
B (10 65 & TR0 Z i Uiz, FARIEF vV 7 L—2 AZ W TITo 7z,
FERAERITRTH,



4> 7L 1D HEIZEH (AU/mL)  FAH QU/mL)  [\lR (%) %%

1 2103.48 2132.50 98.6
2 1656.16 1649.87 100.4
3 732.79 621.43 117.9
4 557.55 561.10 99.4
5 994.66 973.70 102.2
6 526.18 562.63 93.5
¥ ZTWWRLIET—RERENEHITH . Sk ClE a2 R R Han
H%,

A#AR (U/mL)
ok [EICR (%) = ————— X 100
FAMR AU/mL)

(6) FREBRIRGZMSR
RN REATE T B & e & NT=Mitk 68 Bl & U3t R kit 85 fil% I L.
AE v b OBERERA Lz, BRZIHIE SR OBECH > 72, BB, Thb 0
Bilid, 29 LE Tg HitkPHRIEALA F 2 4 —BHifk (TPO Hitk) OfEHETICEH
BT b TREV, HBRERDOREICTTH,
WA Nt R
n Btk (%) n Bt (%)
68 75.0 85 75.3
¥ T TITRLIET— 2 IIRENAGITH D, SRR TR B4 RN D .

7)) ZvoxT7x9 bk

Tw LT 7 bl IERICETEE ORBAROREMAY, I P R O fE &
558G EET ., Tg PUAIREMN AR 100,000 IU/mL OY > F)VzfiliELizL T A,
Ty LT =7 NI E Niah o Tz,

(8) —H=x

ATy b OMRER MO Tg FlkRIEHIEZENL L ik Uic, TERA L B AR
PEREE OS2 RUB K UREAN) ORMEMNZ SOk 234 72 llE Lz, Mk,
3my FOREE 3HOEIE MV, AFy RN LTE 1 EIGEZTV, i Tg
FUASREENE I &l UTe, #ERE XD KITRY X,

BT
A b btk et
Kt 11 6
13 11 106

—BeR =927%

YTV OEERIFH K%y 1) = 0.2 ~ 7350.6 [U/mL
BTV ORI (loOMEZE) = < 1.0 ~ 13484.0 IU/mL

¥ TIORLIET—2IERENERFITH D . SR TR 2R R I BN D5,

(9) REEEEH

< W FRUSEANRE & LT 0.31 1U/mL T feo MR E LTI 1.0 IU/mL ©
b5,

+ JIZ LRI 1000.00 IU/mL TH %,

- FEIm ML, HlE ERIE 10000.00 IU/mL Th 5.

(10) RERDEENE
Fv U7 L—2DjEEIE. NIBSC World Health Organization 1st International
Reference Preparation 65/093 IZFEDW T %,

* [ EXIZER UV EDEE]

(1) Bk E (BREFALE) DEFE

s AFy FORETIE,. b MRIAZIOIS . BikiE. HIV. HBV, HCV SFDERD
BNWHZEDE LTIOWS Tl MEICH > TE, BROMERA BT 5 728,
HHOBER, W, SAVBIOCHENETESEFHL, k28X y 70
YR TbRNWT E,

CEE O ORPE THMT AREEICE. b MEERB XU/ FREGBEMICIEIWED S
DUENEGENTV D, . [ - #8EF (Fv FOER)] £/ (B -
BE BMEFDR)] 2BHT2C L, b MEORMEE 2GR EMED eI K
YRR LN T L RBEET 2B S N T, §XTO L MHRYIE I ETE
INTIEREN D % EZ T, TNHOMEHB XU L Mfkid, OSHA Standard on
Bloodborne Pathogens IZfit> CTHU D5 T &, ERMEMEZ BT, FldZ 05N
MBI DNTIE, N A AT T o LNV 2 ZTE Y N1 417
T4 Rl B T & 710,

CRATBENR—T 4 ZIVCEENSRRE MY/ m s a7 ) Vi HBs HikEE. HCV
FUAREEE. HIV-1/HIV-2 ik TH %,

cFy VT L—%, aviho—lidide MERGEN TS, R F—Iid Tg Hilkl
P, HBs PUFEEME. HIV-1 RNA B&1E & 721& HIV-1 HUSE21ME. HIV-1/HIV-2 HUAREME,
HCV k&t TdH %,

< DR S THRHIC A S T AICIBK T HRIT VIR T F OISR E 21T, £
ENHNEBEMOTYTEERITB L,

c MUA=BT VA IARTH %, MK L TIE, A BRI L0,
HICASBRWESTEET ST &,

< AWETHRAT 255, MEAE LTI MUY LNEER TS0
N %, FHlld. (RO -#8EF (Fv FOER)] F723 [BE-BE GREAD)]
EBIT BT L, M OBAIC X 0 IERICHEEOBO A ANRET B, IS B
FHHOBR, W S A7FEFHAL, 5. REEZRALRNT &, NEMS
KUY /7L CHRERT 5T &,

© ROMSEHUC BT B P HIERR, EERTZRY.

- WA BUR

zE

H319 SRR

REMNE

P264 sEF2 LS T L,

P280 IRAETFLE / IRRELR / IR 25 I 5 T Lo

[SRIEE

P305+P351+P338 HRIC A o Te bty T IR TR IER S Ve S T & JiC
aAYEI LY AEBEH LT TASICHE 2581
e b, ZOBRLERERITS L,

P337+P313 HRORHAE < S e  RAIDRE: / FUTa2RIT ST L.

s BT —R—k (SDS) ZTHHEDEARIE, AA LY —YHR— bty Ex—Ic B

VWEDELEE,

- BEEREEh O EOEROFMIC DOV T, AT 2 MO E 2z S

5Tk,

(2) ERLEDEE

- (IR A X T [ LT &

- Fy PREBRESF Y FORERERETERALEVT L.

CA-ORYy FESORETH o CLHERFERT T LR LANT &,

BB A 0S=T 1 P VENDTE Y M BHAR, MRS LTV B

MDD B H 1725 50 COHBET 2 0ENDH %, <A 73— 1 7)VOiRM
HICOWTE, [RE - BE BEAH] 3) BIE (&P Eezlidsc .

- HER MVBRER. HEOERRRRELBREET. HEOLEHSTDOBTE

B3 L, PEEXRFMINEOETEY IEALED o FE. AEEROEE

R TERL,

c BREBTBHIT. HER FIVIChEERY NP2 L Ed FREFREZER
LTIT32 &,

© F vy TR I EER MVISHEZID T 7%, RMVERESEENT
&o AIENIRH L, WEMROEEIENHE DN S,

- RERIADMED & GRS R TR LTI % C LB 208, EIidw @ L
AN

« BB OB EOTEROFMIC DWW TR, M9 3 a0 B 2 2

5T,

* DR 2 NSRS .

ORI RICEONRTE LI D o T, (HNIRE TRETH S,

BRERE
REEE R RELORESE
kEE/ 2~8T WERWIE 2~ 8CORIFHATN 5 Y H L=,
LS G $ SIAEHTTRETH 5.
VTl ERRET BT L,
fss HeaoRE 30 FR 30 AEBE AR RERT 5T b,
bl BRSNS BT B A O R 5w F 25
IZOWTIE, 9 % KIS0 Bt
EBIRT B L,
MBI RE L X EMET 20, HDHVIEHEASED 1L TRET 5.

AR AR SO L Tc & Eid, GREER MVHIE B L URER MVAF v v
TR MNITARET) VTl k 2 ~8CTRIFT BT &, BahSmO L
TRIFS B3, L TIIRBZRDID, L DRy IV ABIUT L AHTHR
HSBHT LTS, BBOSBMUB LA I7ON—T 1 ZIVER FIVH, 2
~ 8 CHRFFBFATIULTIRETREFECNGD o I5E (PEZIMY F1F 1IRRE
T). TOFEEFY MIEET BT & WSEFy FREED SHO HdTEIC OV
Tl 9 2 BaGOIUNRFIIEZ ST 5 T L.

cFrUTL—% arvibo—)lid, -10CLUFTHRIFT S &,
s FX VT L= av -V fERIHEORTE LIRD Ho 7t MR &

TLETH %,

s FXVUTL—& arba—biE, BB BREO DWW IR EHEIC IR E Law

fpas

s FyUTL—x arba—ibid, 15~ 30CT 45 ~ 60 /iiE L Tre I fiEd

% T ko MIARGIC 5~ 10 MM L THICSEMT 5 2 Lo fiA&RIEE S 2~8C
DERIFHFMCR S T & Mgl 30 HM X THMATRETH 5.

Q) BRELDERE
 BRIKHICIE HIV, HBV, HCV SFQEEHED & DOIMFEST 2NN H 2 DT, BER.

A A RA EERIERR T N ) Y L CERRZREE 1,000 ppm, 1 BHELLE
) KWV T7 VT R (2%, 1R RRED Ik 21 ELEE, HB 0
A —h 27 L—=7 (121°C, 20 7P E) I KB MEZITS T L,

s B X UHRES BT 250103, BERMOUME K UTERIC BT 215, K

EGHE ESOREICHE > T 2 T &,

+ FEEFTPO R TRELL 7 iic i3, TR L T2 IR TR U TR L 72 37

PR TR E W o T2, & BIC 0.1% KAUfHRRET bV © LiEiks £ DY) ki
FITHEMS T bo MERIGHEYARENR (TR, 2R, R 25H
Lo &,



s ARETHA T 23, REFHE LT IMEF Y Y LOZENTVREED

NHB, i, (AR -HEEF (Fv b)) Fizid (B BE BFESH)]
BT BT L, TV MUY LIE, Y, S L RIC U TEREDORIE T U R
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W I
R | 2~8C 18 fii/]
e TU U H—DASCE, F ) A—OREE RS

IR, SMHECRREN TV S,

wx [EIEEH(
T—F7Ub - Tg itk
O i+ v b BN 2K46-25 1 100 [alH
AT —T 4 7))V 6.6 mL X 1
cavYal—h 59mL X 1
- WRIRTEARI 100 mL X 1
O 7Ly AH—* GRS 6E23 ¢ 975 mL X 4
O FyH—* HERS 6055 ¢ 975 mL X 4
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