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9. 80 A9

7 &4 (Accuracy) :

2 (Analysis) :
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AAXNE 24 (Bioanalytical Method) :

AT WA BEXELAS AFHo2 ZHse b ASHE 54 3
A & 2] ¢F & (Biological Drugs) :

doldes FIIA e AEE s o ofF (d, & ofokE)

A A A & (Biological Matrix) :

g9, g4, @4 2 & & et A E2E, ol9dd = IS F Uw
A3 A ¢F(Binding Reagent) :
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A H$(Calibration Range) :

AFAE ZFAEE WY BEAEEY A% 9 33 s5(Y) Y 46T s=5
=3

AFA L EF A S (Calibration Standard) :

I 7 Fo BAEAS HUlste] ~dolas AE. HAHEAAE ZFAEE AFHE A4
st o AREHETH
7l 2] & ¥ (Carry-over) :

Aol ol Algel BH=d AET yBtde A

3}5} 2] ¢ F(Chemical Drugs) :
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Y4 A 9K(Critical Reagent) :

wxz} @] d o] (Cross validation) :

naE AL FARA ARE AR 99 G2 PN AEF FAT AAA

EAY B F Y AAAE B4 T AAEQ] AdkE Brtske A
314 9] ¢4 (Dilution integrity) :

ANE 34 Har E4EE v5 SA IFS FAA G5 Hkeke A
3)4 A3 A (Dilution Linearity) :
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A W o o] A(Full Validation) :
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NBEEZA, JAANE EXH B4
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F23#e A E(Quality Control Sample, QC) :
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A @ 4 (Reproducibility) :
1l-3-3<(Response Function) :
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A (Stock Solution) :
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