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C TSR L7 —%1&, ARCHITECT 7+ < A 4'— i2000SR CTHHH5NIAERTH %,
Hfi Tl A KRR T ah b %,
cAEZTEY, BUNNEY FUTUETA R ZRURTENAT Y S ORIEMIC
52 %880, ISR 10 ~ 70 mIU/mL BV T+ 8% UINTH %,
Biitid, Clinical and Laboratory Standards Institute (CLSD 7'® k)b
EP7-A2V 1T Tii o 72s MR IITRTH,
HEMICE 252 %

AIHEMED & 2 E =i HEMEANDEE (%)
10 ~ 20 mIU/mL 50 ~ 70 mIU/mL
vy = 20 mg/dL 0 -1
2N = 12 g/dL -8 -8
rZYESAR = 3000 mg/dL 0 -2
~EFTOEY = 500 mg/dL 1 0
¥ TR LET—2IERENEHBITH D, SR TIIIRAZRRERTHAD
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CUYRFRT RE) E721E HAMA BBEOY > 7 Ui, BEATED LH GRiEskip
10 ~ 70 mIU/mL) ZHIILIzE EDARF S OFMEINEX 100 £ 8% TH %,
KA TSR,

WEMICE e 52 %
AMREMED B % I SEERNEICE (%)
10 ~ 20 mlU/mL 50 ~ 70 mIU/mL 21k
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DRSS ISR 97 90 94
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THIE RS
FRIVEV VR (mIU/mL) (%)
169 mIU/mL (0] 0.01
FSH 179 mIU/mL =10 0.00
162 mIU/mL 50~70 0.15
124 pIU/mL 0 0.00
TSH 126 pIU/mL =10 0.01
137 pIU/mL 50~70 -0.69
209,770 mIU/mL 0 0.01
hCG 218,532 mIU/mL =10 0.01
206,844 mIU/mL 50~70 0.01
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BAREMEDH % T F T DOV TE, AT 2 EEROTURIIIEZSIT 5 L,

CRIEEROHIEZE]

ARFy b OFMERIPEE . ERESM 199 %, BREOLIE 124 % CRVE UHiForish
(HRT) Hiehid & Eamn) ., B HREWIO LN 64 %0 LH JIEMEZ FV TR L
L7zo TOMatcE. S —2 (mid-cycle peak) @ 10 Hilin 5 4 Hii
FTEARIEHREE— 20 4 A% S 10 HEE TEER L, AREHO HEE.
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TE A D 95% &

G
n i/ EE FER R

HEN 199 2.96 0.57 12.07
IEH R AR E O L0k

Gl 303 398 1.80 11.78

g e—2 64 26.00 % 7.59 89.08

PR 294 2.79 % 0.56 14.00
PARR R D Lk

HRT 72 L 124 25.73 % 5.16 61.99
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C Y RES 7 O—F UG R O RANC X 2 B & ORI 2 TR O Rtk
2y, HAMA (Human Anti-Mouse Antibodies : 1~ At MMjifk) BNEENT
WBITHEMA S 5. HAMA ZEEHikE< w AT/ 7 a—F Uiz Ry b
THIE LB IE LWOBIEE DS B RO ATREED B % B0 175 10 B 125 Tl
MHOERPRIEL 55T LHHD 34,

- b M T O BEFER AL SRS O 5E ST T ) SIS Uy invitro DA IS T
CANCHBEEZ B ENDD, HHEIICEIE = dBns i 53 h
BZHEFATE. TOLS B TBEZIZHANS D, ELOIEMNE S s e
WhH 5, BWEITIICHI> TS, MOFERAREL LS LMD B O,

(t  #E
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BT RA DR R TR EDD B,

(1) BRE

Ay bOBHEEME (RN &, LHREFA 70 mIU/mL LLFT CVT%LL T, 70
mlIU/mL Zi#8 2 5%51& CVIO% LU R TH %, 1 mIU/mL A5 0.5 mIU/mL £ TD
TEMOHEEMEX, 007 SDLURTH %,

Fihd CLSI 7’1 b 2L EP5-A26 12 fit o TiT o 720 4 B/ 3L OSFIL 1 ~ 4)
B4 HIOME STV OSFTIV 5~ 8)% 2 0y ORI LU 2 BOMEE VT,
20 HIENCH#ED 1 H 2 [ 3 EilE Uiz, fiRzxicnid o,

MR B
s S HEP BT GerBir)
AESIZ2R=VANR n (mIU/mL) SD CV (%) SD CV (%)
1 1 120 3.52 0.099 2.8 0.101 29
1 1 2 120 3.79 0.122 3.2 0.130 3.4
2 1 120 3.39 0.068 2.0 0.087 2.6
2 2 120 3.40 0.124 3.6 0.131 3.9
1 1 119 16.01 0.297 1.9 0.389 2.4
2 1 2 120 17.18 0.487 2.8 0.533 3.1
2 1 120 15.84 0.307 1.9 0.464 2.9
2 2 120 15.56 0.454 2.9 0.502 3.2
1 1 119 47.69 1.086 2.3 1.291 2.7
3 1 2 120 51.03 1.522 3.0 1.989 39
2 1 120 47.82 1.012 2.1 1.442 3.0
2 2 120 46.55 1.200 2.6 1.633 3.5
1 1 120 222.58 4913 2.2 7.937 3.6
4 1 2 120 239.29 7.147 3.0 7.927 33
2 1 120 22831 5.188 2.3 8.962 3.9
2 2 119 220.87 4.888 2.2 6.160 2.8
1 1 120 1.00 0.029 29 0.035 3.5
5 1 2 120 1.08 0.037 3.5 0.044 4.1
2 1 119 0.95 0.023 2.4 0.028 29
2 2 120 0.94 0.028 3.0 0.031 3.3
1 1 120 5.21 0.109 2.1 0.230 4.4
6 1 2 119% 5.58 0.171 3.1 0.180 3.2
2 1 120 501 0.121 2.4 0.149 3.0
2 2 120 5.00 0.134 2.7 0.187 3.7
1 1 120 46.23 0.787 1.7 1.073 2.3
7 1 2 120 49.17 1.581 3.2 1.827 3.7
2 1 120 46.08 1.271 2.8 1.738 3.8
2 2 120 45.76 1.032 2.3 1.227 2.7
1 1 120 93.33 2.949 3.2 8.152 8.7
8 1 2 120 96.54 3.524 3.6 5.342 5.5
2 1 120 93.21 2.942 3.2 8.316 8.9
2 2 120 91.25 2.295 2.5 4871 53

¥ RV 6 TRAMUEN—DREE Nz, TOREMRIE. RENHTIE B
BIEDRHA BRI L 7o

HO¥ TTIORLIE T — 2 IENRENLHTH D, SR TR 22 R HaN
H%.

(2) AMNERER

BRRIC AR O LH %, JEERIBE 10 ~ 70 mIU/mL MLz & 20AF v k
OVRMEIN R, FH 100 + 8% Th %, WK LHEED R 3 15 HlO Bkl
BEAIISE D LH 2 VRN U TR 217> 720 TRIEHGE. & b FIE(k LH (Ol
FE> 95%) ZIEH Y N BIEMEECAIR L2 D&M Lz, 4y bZ2HWTLH
W2 U, IR Ui, f55e TR d ¥,

WIKTELH RIEM LHIRIEE e

Tk (mIU/mL) (mIU/mL) (mIU/mL) IR (%) 3
1 1.99 9.93 12.67 107.5
2 2.04 1191 15.15 110.1
3 3.95 9.86 13.28 94.6
4 5.21 11.77 15.64 88.6
5 8.12 4.86 12.76 95.4
6 8.34 4.85 13.08 97.8
7 10.28 19.85 32.13 110.1
8 11.76 24.78 38.40 107.5
9 12.02 54.50 65.64 98.4
10 19.37 39.43 58.45 99.1
11 20.14 4432 62.44 95.5
12 28.84 24.46 56.02 111.1
13 24.06 34.35 58.41 100.0
14 31.67 8.90 39.37 86.5
15 43.37 19.32 65.83 116.2

TEEIER © 101.2%

¥ T TIORLIET—2I3REWEHITH D | Bhiiit TR 2 RZ RS HaNH %,

TRIERE M — PIEE LH e
a MR (%) = — x 100
LH VRhmiys




(3) EiFHE

ARFw FOERHIEZ, CLSI 71 b 2V EP6-AT 15t - THET Uiz, JEmfttos
SHiEE, EEER (LoQ) ~ 10 mIU/mL ®H > 7 )L ¢k 1 mIU/mL ELF, 10~ 70
mIU/mL OY > 7 IV TIE 11%LA R, 70 mIU/mL 22 %92 7V TR 15% L FTH
D, AFw M3 LoQ ~ 250.00 mIU/mL O#iPH CEHIEZ R LTz,

4) RE

75> LR, BRERF. E2RA

AFy FOERES (LoQ) . 0.5 mIU/mL L FTH %,

FEti&, CLSI 71 k)L EP17-A8 1Tt > T o7z, LoQ 1&. ¥EMDFFARIIN%Z
22%LLF & LT B EMEICERTE B/ NREE Uiz, 4Bl07 527 (RELT)
27 )V & LH BEEHIPH 0.05 ~ 0.11 mIU/mL D 8 Bl > T IS DN TR ETT - 7z,
TNHOY YT INE 2 0y FOREB KU 2 5OMEA VT 3 HEILL I 0 flE
Uiz AFw FD LoQ &, 0.09 mIU/mL TH -7z,

AFw bDTF5 7 I (LoB) BRUMHIRA (LoD) 7z, AkME (a) 5%Ail.
katt (B) 5% A U THEZ 1o, 4BlD7 5> %27 )L (240 mflE) &
8 FIDAKPEEY > 7)) (478 M) Z W TG L7z& T4, LoB & 0.01 mIU/mL |
LoD & 0.03 mIU/mL T&H > 7z,

(5) RIEEEE

FE RS AR > T IV EENE & 8o 7 2 DA W /77 36 (mIU/mL)
DAL T %o AT CEICHIR S N TV B WS R T, JIERIPE 0.09 GE RERS
LoQ) ~250.00 mlU/mL TH iz, FMREIZBIFRZHO25E, 2 FRRE
1000.00 mIU/mL T®H %,

(6) HERIMEEBRRERUBIEADOEENE

1. AHRME S ER AR

AFw bET—FFH b - LH (BRFS 1 6025) L OMBIMEE, LH EEHRIFE 0 ~
250 mIU/mL DY > 7N IO THIE 0.9 ~ 1.15, HHBIEE0.95 L ETH B,
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Passing-Bablok #: 10 & fi/Ih 2 TeECI7 o foo H5RERICTRT X,

IS n fHE Yl HHEIFREL
/) 2 Fk 107 0.98 1.56 0.99
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International Standard 80/552 I FtD W\ T\ %,
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Bloodborne Pathogens IZfit> CTH DS T &, ERMMEZ ST, ldZ 0k
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cGRET—2Y—bk (SDS) IKDWVTE, A=Y R— by A—lcBHNED
HLTEEN,

BRI ER DL EOTEEOFEIC OV TS, 1T 2 O FEZSIRY
ATk,

(2) FRLDEE

« EFAIARR 2 & F R Lo T &,
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+ WRHICIE HIV, HBV, HCV SEOBYMED & DODEET 2BNDH 5 DT, B,

I A e /e CE R T R U Y L (ERERIRE 1,000 ppm, 1 FEHEELE
IZED RV TIVTE R 2%, 1KLL ZED I K 5HE0E, HEH 0
EA—=r27L—7 (121°C, 20 77PAE) 12 KB MELMZITS T &

< B X UREE R 25813, FEE OIS X UTHRHIC BT 2L, K

PG LS OREICHE > TS BT &,

* SO IRIA DRI L 75 B i, ARECL 72 B2 W hFI T L AL 72

PR TR E M- etk E5IC 0.1 % RUEHRR T U ¥ LGk & DY) iH
AT EMS T Lo MERTHEYZMREMNE (TR, LM, SMAELE) 25
HLTIrS5 T &,

s ARETHA T 23, RIFFIE LT IMEF YD LOFENTVREED

NHB, i, (AR -1BEF (Fv bOBm)] £izid (A% BE BFE5H)]
BT BT L, TV MUY LIE, Y, 8 L0 U TSRO U R
ZEKT BT ENHZDOT, FERT LA, KEOKEHITHT T Lo Lok
BEFE/TIEDFHNCOVTIE, 9 2 BARONUkHITE 22/ 2 T L.

o [RTRA A, BRHAR]

ek

T R
REE T 2~ 8¢ 15 fi/]
Ze A TR A—OFCE, kU H— DI RR

FEAIIRIE, SHEECRREN TV S,
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