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1. Defects (errors) per million opportunities 2. Non-value-adding
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1. Inter-individual or between-individual
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1. Regulatory 2. Regulatory body
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1. Method decision chart 2. Operational process specification 3. Operating specifications
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1. Poor performance 2. Acceptable (marginal) performance 3. Good performance
4. Excellent performance 5. Operating point
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1. Poor performance 2. World class performance

e |



Sulel slalbs ¥ J..n.o/ 4 i

9 (A (siptn3) L lerian ol (5,510 (Sl 3,Kkae sidins PV o Joao

o sananas b ol gl

B (Suaiwd a gaaiid  Weplli g olai slad gl LS Gl \

| a T TEa > Bias + 15D SR |
i s S TEa = Bias + 2SD B ‘
b T TEa > Bias + 35D g

i TEa = Bias + 45D L Lle> ;

Je Je TEa = Bias + 55D Lo s ‘

e R, TEa = Bias + 65D |

oulajl glaghgy 3 pSlas Gaiiiug 4133 § pastd glashg) auilia
o3lizul ojgpal 453 .42 o 3Lty TEa2Bias+YSD Sluogeai-b ola s, 5l eslizal 42238 )5
LK 2 oalio Jy3 b 5 Ayl |y TEa = Bias + ¥SD Sluogeai 45 355 g0 4eogs oo,
AL e lea.» TEa = Bias + #SD 4 TEa = Bias + 08D jl eslazl (oS Cu e 52

S0 el 2l 03ls OLES P-4 B Y-V IS pioman 5 Y=V 0 Jyda 53 45 jybolen
SLaegS 53 aipal (Ll o Ghotiud s 5 (G wchad 38has glagyS 53 M3 &
spl (Jo B g S cinl edle S e 1B 530 5 onns (Jp3 LB e (53 Shes
ot sAST gats 53 s ol ol 0 o gz S 5 Jio g0 S a3
Ofoan 5 = 23le Oleds Ll ConS oyl jskiads bl sla s, 3o CodS oL
b e b s ol dRS e 3 e

Of lalans i gululp i) S JAiS Ciads e
b e O oS 28 5l appe Sl 2 diSipead (6,803l By S glaKn i
Sl s o35 by | kS 5L (LS 0) Jgd bl 380 (D> 5y S5 (MY e S02)
Sl 51 3 B ols (W& 55) cioasd 38Mas 45 595 s i B o251 55 Jpens IS
Sl 3y00 CodS 4 Ol ged s ol b sigel (s oo Jpd BB L& 23 kS
X st (WS ) i 38as s gy K Ly (Al 0PV e JS08) il s
a;L‘.:-ﬂ‘MJL:}J&;.‘.ﬂl Ji;.- ;_.._..n.._Su.ﬂ “ d"‘?"’J ‘_;J “’\‘SP'A‘JijL:" J)}d C..:.ﬂ.:s-l-lb:kf ‘-L'SJ
b S 2l Sl St (650655 5 Jadom ¢ sy 23 2l oy 2 gal— g gla IS
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1. Product calibrator 2. Routine measurment procedure 3. Traceability
4. Uncertainty of measurement 5. Human reference serum material 6. Certified mass concentrations
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