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c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
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T (D EHY) MES F&fEi, 2 > /87 EJLE kAl (A, Y
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« 2> bhm— VL (CONTROLL)

+ 2> kma—),VM (CONTROL M)

«+ a2 +ka—)LH (CONTROL H)

(BEEY: Fo g, FSH (e bHR)  RFA 7 2AbF U Y L)
a2 s —) VO K OB DL RIS RY .

gty PR

(mIU/mL) (mIU/mL)

AN (/L) (/L)
80mL X 1 5 33-68
80mL X 1 25 16 - 34
[ConTROL[H] 80mL X 1 75 49 - 101

o ABICARENTWS Y Fo—)VOEHREIZ O v MR TR
L, Bk E UTOEMEHEERLIEEDTH S, S BOT,
AEFICHIL SN TOSEHHPHOAMNT, FEB X USRI T %
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EETNELFERE L LTI FIET 5N S,
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* i1t OFEHOMKFERIRINGE X, A%y M THATE ST LEMHAL T
(mIU/mL) AN
FrUTL—% fa3 (Iu/L) FikfE s
3.0mL X 1 100 (100.00) L7 55 B4 A D
#JUE DN E 72 EFREHE(L M (ISO : International Organization iM% ~NSY Y FT L
for Standardization) DOWEICIT B AMHENEDEBD A K (GUM : AU F YT L
Guide to the Expression of Uncertainty in Measurement) & X U EDTA # VU ™ LK

Eurachem Guide for Quantifying Uncertainty in Analyical Measurement

(Eurachem/CITAC Guide) IZHEDW TR LT, 12

PURISRUTeF v U 7' L— X OPRGRANED & OHEE IS IR ET H

D, EROEEHOA N E FIHFREREE) LR THT S

Ll kD, WERRORRNEA N S ZHNT 2 LN TES,
PREAEN S (k=2)

Fr)TL—% mlU/mL (IU/L)
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100.0 + 3.844 (100.0 + 3.844)
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RERIAIN 2 oft
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W ED S M, R
iR, FRMEREBRET S
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NIRTEYE

TIORLEEEEONEZ Oy, CU)Ley, MU TUEITA R, X
SN ENEMIC G 2 25203 10% L FTdh o T,

WEH R
NEJHEY = 500 mg/dL
vy = 20 mg/dL
FMIZVETA R < 3000 mg/dL
ERZ2AV4 .| <12g/dL
SRR

LH, TSH., HCG O AMISHZRET % T i & O R EOME 21T -
fzo W ¥AMEC LH 250 mIU/mL, TSH 100 pIU/mL, HCG 200 000
mlU/mL ZRIN U CRlE Uiz, 272K LH 0.002%. TSH 0.043%.
HCG 0.001% & HHE Nz,
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Y VTR K=Y vy MME 3IRIZEA TIET 255
cH UL DIELEY Y TINS5,

cAEOF VYT L—EEBXCTY FO—)LOR O FNITIECDOVNTE
BT B L,
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FSH o il 2 i A 150.00 mIU/mL (150.00 1U/L) 7 {8 % % #fk &,

"> 150.00 mIU/mL" ("> 150.00 IU/L") D757 WE&RENS, TOM
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BHEIER
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HESEZSIRGS % - 5 45
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IU/L) 0@l asdEcHimMTsT e,

TR RZ A Ush - F5a0d, MRz WG 2 sy e mmis s
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A, Pa L 30 HIMIC—EHF vy UV T L—ra v k75T &,
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B
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HERIINCIEFEDH % 32 b a— )V DK C LICKiR TRETNETH

%o BH B3~5H) MICED., 20 L EOHEEIT-> THEBNIIIE
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CEEEE Y b
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ZOMO—RITABHENTOEAA RS AV EBT L L, 4

- MR OKEEEMTFIED, KoEEIcay ha— IV ENET 2T L 2E
HTVBGE, YR OTIEICHES T &,

« Y b a—)VORERS R R TE DT E PN SN T E55
&, ELWDIIERENME SN TOERWATRENN D 5 12, Shisk Ok
FEERLEHIHE > THRIST B T 8o HF YV TL— 3 VR ERY
EGhD B, FITINY a—T 4 Y TIDWTIE. HHT %I OHHL
FHHEZBRT L L,

cHLLTy FORERF Y ) T L—ROMIH R L KIE, 3V b
O — VOGRS R & SR 2 fERRT 5 T &

B CTESDZa Y ba—)uid, 8BETCONA BT A 2 0#ESEFHIHIC

Mo THHT A &, BIRTEDIZT Y b a—)LOEEHEIH I

ENTVBEMHIAE, HETBEMELTHTT ST L,

i % 3> b r—)ILOXR—ZIREHAE ORISR Uiy TtHh % h

R T 5T &,

BEEEAA 1Y

FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices’ Zflifl 4% C LMW TE S, °

TEREDIREE

AW EN TV B HEREOMGEEZ F ik T o HJao 7 a k a)licD
WTIE, HEEREURSIAFE D7 v LA PEREOMGEE 2B 5 T &,

(5) HBR

HE

ARFw M, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTFY VT L— 3 v h—TZER L. #ERz2HINT 5,
HLOZHICDOWTIE, () HIERSRORIFE  HIDZ M Z BT 5
T,

739

WAERRIC K> TR T T IMNC T Z T WNRRENDHEDH 5, TOM
IKERENDARENEDH 27 T 71DV TIE. il % Hgs 0 BdkdiA
H2BMTB L,

CAIEERDHEE]

TTIOR LI T —=23MRENEFITH O . Sk ClE a5 550 2R
LEDH %,

O RHMEM OREICE D&, BRI U 7z BHERIB A 30E T % T &
ARF oy b OFMERIPAZ . (BT 150 %4, PARZOLM 34 4 Ok
JVE VAFHRER O T ER0), IEEZAREIHO LN 44 %D
FSHMIEMZHWTEL Lz, COMETIE. SIS hEye—2-
(mid-cycle peak) @ 10 Hiiiid5 4 Hiii £ T, sfRIIEHREIAY—27 0D
4 (A5 10 HRE e EE LIz, ARBHOREE. LHIEED RS
R ZHEHE— MO L Uk, SiRZLRIORY, (E: 2o
FHTIE. 44 A OLMEDEERHICO A RMC KB T— AN EEN TV 5,
FRREIOORAIL 42 BT - Tebd. Bl K O E A 44 ALk
EEOBREDNEENTVS,) CHET—RIc k%)

FSH #I7ZE# (mIU/mL)

i
GUIE T Dk
n YA 95% % s HipH)
St 150 3.37 0.95-11.95
IEH 7 AR g L
LR 144 495 3.03-8.08
e — 2 42 9.62 2.55-16.69
BN 138 2.75 1.38-5.47
PRIk DLE: 34 59.71 26.72-133.41
HELEDFE

C MERSRIE, AER, MOMRERE. BRATR AR E &G TRAMIC
gz L,

< Ay ~OWERERDEIRT IS PIET 256, BINOHEZf 7Ol
EAE AR B T L RHERT B,

c R AT/ 7 a—F)UHiEE O EENC X B X AR 2T
j=EBEORAHICIEZ, HAMA (Human Anti-Mouse Antibodies : $1~ 7
Ak MR DNEEN TV ARARENDH 5, HAMA ZE580#AZ, <
YU RE/ Za—FIFikEHOTWSF Y FTHIE LSS, IELL
EMENE S NI OAREED D %, BWIZITS ICHTz> TE. Mol
WAREL B NS, 67

- b MMEF ORI ETUAG, BER O a7 ) VI KIG L, in
vitro DAL/ T AN EBER G2 5T ENH 5, HEMCEYE -
EEMEHOREGIC E 5 SNBEBETIE. TOXI BT EZIT3
BEMH D, IELOIIEEMME S RV aEEELN H %, BHEITS I
Hleo TR, MOBRNREL 5D ENDH B, 8

© H OSSR RE OBIA TSRS DS E . FERFRMK GO C D
35 %D T, HIEKRICHD < B3 OMERHIKERSEZEZE LT
Ak 52 &,
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T TR LT —2IEMRENRHITH O . Sk TR B 2R ERT
BEhd %,

pillyat x|

R, ERE, HEMEB X ONA 7 AD S AT Y N OMEEE
HIPHPIC & 2 MEMEEIP (mIU/mL, IU/L) &9 %,

Ay b ORIEHEFHIZX 0.11 ~ 150.00 mIU/mL (0.11 ~ 150.00 IU/L)
Ths,

BR%

iR AL

Wit CLSI A RS 1 > EPO5-A2 IChE> T 72, 9 45 1 0w b Dk,
Fy VT L—%, avbu—)LzHHLT, 1B THRZT-> 7
3RO s V& 20 HREICEDY 1 H 2 [, Dl & s 2 Bl
ElLT,

RSt WE N AR flisse P EEEE
mlU/mL (TR (FRpgBire) @

Y7V n AU/L) SD %CV SD %CV
REV1 115 507 0.091 18 0.097 19
RFV2 120 2573 0.435 17 0.496 19
REV3 120 7977 1.785 2.2 2.136 2.7

aPE B, SRR, HEEBEE BT,

* FAME (Reproducibility)
MeEtid CLSI 14 K51 > EPO5-A3 it TiTo 7z, 102 0y b+ ik,
#1ay bOFy )T L—Z, avba—)LEHHLT, #iE6HTH
PRI T2 3HIDIMKE S 3IV IR LI 3l D L& 4 EHEL.,
12 [\ILLEORFER R 21Tz, REMNZT Y b ORRZL IR,

TEIfE DHTRSEE  GERRATEBIPEY  WEINED

Y n (mlU/mL) SD %CV SD  %CV SD %CV

A8 123 4.24 0.116 27 0136 32 0159 38
IR 2 126 28.31 0695 25 1072 38 1287 45
ISV 3 126 11219 3281 29 5267 47 6662 59

APHTHEE GREENFEBIE) .. RIEMEREZET,

bGHTREE GIEAEEIN . JIERIEEIE, MR ST,

ARNNENRER

11 ot +ifyEkAic . BEIRE D World Health Organization (WHO)

Ist International Standard (IS) FSH 92/510 7% 2 2 (20 mIU/mL,

40 mIU/mL) 1272 X5 ICiRnL. FSHEZRE L& A, WHO

1st IS FSH O EIERIE 96.05% TdH - 7z,

BIETR

Mt CLSI A RS54 > EP17-A2 1<t > TiTo Tz, 11 3w Fid3k

BRU2E50BSRZMHA L. 3 HEL LIS D BEtZ217>7 LoB (7

Z 7 LR, LoD (BHHBRSD . LoQ CER TR Dfkiiz Ll PSR,
mlIU/mL (IU/L)

LoB? 001
LoDP 0.02
LoQ¢ 0.11d

a LoB REEYamy > 7L 60 ML FlE Lz 2D, 95/8—k
ZA MK S 2 TH %,

b LoD 35 > 7L 7% 60 [HLL ERIE LIz & Zi2, 95%DEHET
HWETE 2 NEETH S,

¢ LoQ &K > 7 )V 7% 60 |l EHlE U TR L, MREraaEs 23%
WY 2 RN E Uiz,

d1L0Q 0.11 mIU/mL(0.11 IU/L) (& MR D 5 B 0.5 mIU/mL (0.5
IU/L) Ol 1 FlZBRA L TRIBLTWS, CONNEZSZDEE
@ LoQ 1& 0.20 mIU/mL (0.20 IU/L) TH -7z,

EiFE

Metid CLSI A RS 1 > EPO6-A ICHit> Tiio . 12

AFw FZ0.11 ~ 150.00 mIU/mL (0.11 ~ 150.00 IU/L) OGP T
BRI IRT

HERA S BRAR
MEHE CLSI /T A R 5 4 > EP09-A3 IZ it > THr > Tzo Wl J5 71
Passing-Bablok % il 7z, 13

BARE HAL o MHBIREC U MEE BRI
AFvbvs M miU/mL 136 100 009 098 0.25-146.84
T=FT Tk (u/L)
FSH
RIERADEENE

Fr VU7 L—2id, BEAEED FSH Z RN L THEEICHML TV,
U 1% NIBSC World Health Organization (WHO) FSH 1st International
Standard 92/510 IZEEDWT W5,

*0 Y b E—)VOZBRER, ENEERICEDW TV S, fENEEES
{3 NIBSC World Health Organization (WHO) FSH 1st International
Standard 92/510 IZ3DW TN 5,

(R EXUIEER L EDEE]

(1) Bk L (fEp&BALE) DIEE
* o TR ORIIE TS 28I, © FHRBXT / 23BN

WD H Z2MENZTEN TV S, dHliX. UEIR - #lE (v
FOREBO] £z UHk - g b)) zsfidsc e, v b
RV & 7 AN L EI D e R IERMEE L7 T L ZRFET 5
BRI N TV RV, TRTOL NSRBI BEIIC RN B
BEEZT, TNOHOMIIA, © MK, BN MEYIEICERE
N7iHkERIE. OSHA Standard on Bloodborne Pathogens IZfit> THY
DS T L, BRMMEZZTYE. TORMWDD2YHE. R
BICHRENTHICOVTIE, XA TTF 0 LRV 2, FiE
M, i, fisRIC K B MO@EYIRNA A T T o BHERERT S
e, 14-17

cFy YT L—R 21 e F FSHAOAEENTWVWS, RF—I& HIV-1
F&iE. HIV-2 B2, HBV &M, HCV 21 THh %,

Oy ba—)Uci3RiE e S FSHAEEN TV, R —Id HIV-1 Bk,
HIV-2 &P, HBV (2%, HCV R21ETH %,

cARFw FORETIE, & MRARZED ]S, MifkiE. HIV. HBV,
HCV SFFOBRORNDDHHEDE LTS T k. MEICHTZ>T
&, BROEMRZET BT, HHOEAK, IREE. Y A7 BXTHN
BTFRZSEML, £O0ICX3EXy 740 V7 thARnT b,

< AEEDER S THR OIS A » TG AIC3IK TN T F oz
BTV, BENHNIEMOTFYTELEZITET &,

s FUA—EZETIVAVMIARTH S, HRICERL TlE, SN E R
WKhHFE LD, HICABRWK ST ST &,

< ARHE TR ARSI, REAlE LT DM P T LD EE
NTVW2EDNDH %, Mk, UBIK - &% GFy PORERO] 7
& U - HE GEAD] 22T 5 b, ML OHflc XD IEHR
ICHFPEDSRN AT ANTEET 2, WO S BIIEADOEA, B, <X
JERERU, ZZ&L REZIRALRNWT &, NAYIE X UARRIE
Ys 5 CHERT ST &,

KOS BT B ey R, R Ry
7 ALF P U Y LEET,

EUHO032 % & DRl X 0 IEFICFEIEORENH AT
%5
P501 NEY) / Bl s ik CHERT 5 T &,

RO AU BT B BT PR, TR R

[conTROL[M|[CONTROL[H]

TLF P U LZET,

EUHO032 fis & OEEC X IEFICEEDORN T ADFEL G
%5
P501 N | BRA YTk TS 5 T by

*FERITIEICOVTIE (B) R LOTEESHIT S &, £e, BT —
23—k (SDS) Wb3LBRZELLME TSI ST L&,
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