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RCF
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10 10 000 100 000

RCF = 1.12 X rmax (rpm/1000)2
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AR I 51 %
BIRADPEMDFE (%) 13, -10.4% ~ 13.4% TH > 7z, WHkEL X
U PTHIREIC X O B LSRR (n=10) 1B 2S5 HIERTTO
HIEMDE (%) OV -3.0%~ 80%THD. T DREITARER
OFHEFHETH 2 17 (%) O L 10%LAANL Zhilz LTz,

5 [ A % HFSERORE 0K LISEHT 5 T &,
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TR LEF—RIIRENLHITH Y, SR TIIRL IR TT
BEND S,

RN

Fiitd NCCLS HA RS54 > BPT-AICHt> Tiiofze 4 B KISDAHE
PR D B WE e RO RS XS F+v )T L—& AL, WE
BT, TRMREL FIORT,

I

PTH 757 XA b pg/mL pmol/L RAESIEME (%) 2
1-34 100 000 10 600 0.00

39-68 100 000 10 600 0.00

53-84 100 000 10 600 0.00

44-68 100 000 10 600 0.00

39-84 100 000 10 600 0.00

TN TEERE E —
& ZTERE (%) = WRIRGOTHHEE (pg/mL) X 100

ARSI (pg/mD)
FisinE
PP

#kNCCLS J1 R T4 2 EPT-AICHE> T, UUTFITRLIZEEDONETOE

Y. BUILEY, MUV ESA R ZUSTEMEC G R % 8
% ARCHITECT 7 F S A ¥ =2 LTI L7e (E4F> (B3
B7) ZB<). 4 EAF Y (BERIVBY) IZDOWTIRCLSI A RSA >
EPO7. 3rd ed IZfiEwy, Alinity i & 27 LA U TRt Uiz, 5 Wik
I B EICHRIE T 10% N TH D . REMHEANDOHS Mg B3R 5
Nixnofe, FEAERZLLTNIORT,

ek

UIZEd IHE CFEIE (%) @
ANETTEY 500 mg/dL 102
vy 20 mg/dL 98

)7 E5 4 R 5000 mg/dL 105
IR X VS H 4g/dL 106
1 L 2AT 4 9.5 g/dL 93
B NV E Ob—F7abhal)  105g/dL 94b
CxFy (EXZ3IVB7) 4250 ng/mL 99.7

2 I (%) = FE (pg/mL) 100

IR (pg/mL)

IR (%) = Wi LI 7 LR TORIEE (%) 0P

b 2%y F TR ULTE, EIREER 28 TOFERED 5 NS
W5,

(3) Z it
AFy M Alinity | AT LOMETH 2, FlllE, EticBRVED
LRIV,

(% - BE (&FHD)]

(1) HROBHAE
BRI TOEEM B,

(2) wEZRE - 84 - HHF

cARFy FHT v RAT 7 AV

+ Alinity PTH - F+ Y 7'L—% (Alinity i Intact PTH Calibrators, %
75 8P31-CAL-01. REF 08P3102)
(FaaaY €A - bY AT S UREEIR, 2280 BZGELR (U
THBR), PTH (BARTFF) /#1721 F YUY L ProClin
300)
Fv U T L—RORERL NIRRT,

=S

A (pg/mL) (pmol/L)
30mL X 1 0.0 0.00
30mL X 1 48 051
30mL % 1 240 2.54
30mL X 1 120.0 12.72
30mL X 1 600.0 63.60
30mL X 1 3000.0 318.00

TE DA & 72 EBEHE(LRERS (SO : International Organization

for Standardization) DRIEICIIT AN E DERBDA A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) 1ZEEDWTHI Lz, 67

RITGRUTEF v ) 7 L— X OHERA D & OHEE I MW 26 T H
D, EROIEYHDOAENE FIHWRERSLE) LTS %
TEICED, WERRORENEAENEZRHTZT ENTES,

RN E (k=2)

FrUTL—% pg/mL (pmol/L)

CAL[A AL

48 + 002 (0.5 + 0.00)
240+ 0.10 (2.5 + 0.01)
120.0 + 0.27 (12.7 + 0.03)
600.0 + 121 (63.6 =+ 0.13)
3000.0 £ 6.07 (318.0 = 0.64)

- Alinity PTH - 21> FE—)b (Alinity i Intact PTH Controls. #5#& 5
8P31-CNT-01, REF 08P3111)
(FEHY - A - B U RATSURRER, % 280 BoEeH (7
THPK). PTH (BRARTFF) R4 - 7{kF h YD L, ProClin
300)

) Abbott
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TELDTH5,

IR P BRI R

[conc] [RANGE] [conc] [raNGE]

~E (pg/mL)  (pg/mL)  (pmol/L)  (pmol/L)

80mLx1 100 60-140 11  06-15
80mLx 1 650 423-878 69  45-93
80mL x 1 2500 1625-3375 265 17.2-358
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TEHLDTH5,
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[conc] [RANGE] [conc] [rANGE]

A (pg/ml)  (pg/ml)  (pmol/L) (pmol/L)
[controL]L] 8OmL X 1 83  50-117 09 05-12

80mL X 1 542 352-73.1 5.7 37-7.7

80mL X 1 2083 1354-281.2 221 144-298
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A VTV ATRERIEFIT OV TR, i 2 B OB E A
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(3) RIEHBRDRIEE
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MDTAZy MIEZITIRNC, AFy A Xy MUERT veA 77
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ERCReRa

BunZXiHk

7wl AT A—=% [FEROBANT ] 2T 2HAICEET %,
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pg/mL 0.106 pmol/L
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IGREEN S,

3. MKICDNTE, Fv U T L— 2 LFAEOBIEERITV, FOLRED
WEEN, FEEOATY —ICHBEEN TV B MEIIC K > T, Mk
oA > %7 + PTHIRERRD S,

BIEE

WEFNADZEHNIME I 2 IR DU E 2 ST 5 C &,

C TURIEF 2 — T E I TREF 2 — T AT 2856, MARD 5
ThsT LR B2R0EMND D, [FHT 2 HEEROHHFINEZ 2
ERCRERaN

- I OWE R B/ NRIC T B 728, MEBENC Y > TV i
WY ROY U TIVINA-> TV E T L RERT DT L,

A=Y T Iy T TORKZERERE 9
C R, EBICIET B0
« WIEIHIE DT> 7))V &L 1 200 pl
< [WUH YTy TTBIMHES 23504 > 7)VE 1 150 pL
Y YTV R =T vicy ME, 3 ERILINICHIE S B 5
* WIERAIE DREY > 7))V &L 200 L
< [WUH > Ty TTBMHES 25504 > 7)VE : 150 pL
SR VTV 3=V y ME 3IEIEA TIET 280
CHULPIELEY Y NSRS B,

cAFEOF Y ) TL—ABLCT Y FO—)IVOED N FIEICDONTE
BET B L,

- — R B OBRIEIEIC DV TR, (T 2 BERR O B 22 S i
T5T L,

< IELWIERSR 213 2 i, [T 2R ORI ICHE > TH
WHIEA Y TF Y ARITD T eo ROBUEMK OBEEA YT F
AZEDTOBHE, UMROTFIICHES T Lo

RIEDHR

Ju bl EE TRENB 757

ARy b 2500.0 pg/mL (265.00 pmol/L) ">2500.0 pg/mL
ZA T e (265.00 pmol/L) "

=F 3000.0 pg/mL (318.00 pmol/L) ">3000.0 pg/mL
EA T (318.00 pmol/L) "

NSRRI OV T FRRZHOTHIRNET 2 LHTE S,
FHER
HESERTUS R 1 2 £
BTV 150 pL ISk LT Alinity § HG@EMRAFIUE 150 pL ZiRnd %,
F— X O BERA R T E 1213 QC 2T T, TRGRE A1
BT &, FHUGREGEH LT > PVIBEN AT R X N, JERS
REeLTHESIND, HREERENT 2 E1OWEMAY 1.0 pg/mL (0.11
pmol/L) XD ELEZXICHEMT BT &,
TG ZE AT Uls o 7285508, MR Z WS T 2 Ry R mmas %
T BT Lo mRUIY V7 )VORMEEA 1.0 pg/mL (0.11 pmol/L)
K TH25EE. TORMPITRE LN &,
TROA —ZA—JFEOFHNC OV TIE, T 2 IR OIERFIHE =S
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Fv )T L= a3 YOFEICDWTIE., 1T BHEROEHLFIEE S
Mz,
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Ly MESOMET Y MR 55
c Y b a—)VOREMD, AFITHEOE R THRETFIRICE DN T
BOE LT M SR O BRI 2 AN TV 555
« OV a—)VOE P2 G TEICE DO CEEE L TR WG
Bk, Piad s 30 HMIC—EHFry VT L—a U215 T &,
TE M 5872 RAZ T OTREME D & 280 D A > 7T 2 ARSI FEHi L
FeGEE, BEy ) T L—ya v EREE T AAHENEDND S,
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Ay FOZKIEH (24 B ki, ZREOaY bo—LEK 1
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FERMCEZODH S22 P O—)VOJEE T L ICE MR TRETNETH
%o BH B~5H) ML, 20 R EOHEZETT> TR NZNE
HZHWT, RSN A (Z2—7y M) &id5D& (Hip) %

RET BIREDHEND B, WY EIHIPIZRET 5 72DICHRETX

TEFWR L LTI TIRBEF SN S,

cFy YT L—vgYv

s Ty b

cFyUT L=y b

Tty VTRV = GRET B

- e 2

— MR S B OHERETIEIC DWW Tld. CLSI A RS54 C24-A3 %

ZFOMD—RICABENTVEHA RS A VBRI B L, 8

- iR OREFEE I TIED, KoMEBIcay ha—)IVENET ST &2 E
HTVBRIGE. SHREDFIFICHES T &,

- OV Fur—)VORBERS R ER T DI BRI AN T 55
E, EUWDIEBENMES N TOWIRWATREED B 5728, Fhiat DR
EEEGEHICHE S TRISS 52 & EF YV T L— 3 UHARER
EHBHB. VT TN a—T 4 Y TIDNTIE. [FHT S HEIRORHL
FAEZZRT ST L,

cHLvay FOMIERLF Y ) T L—2 D2 LI %IE, a3V b
O —)VOBEERS T & SR 2 T 5 T &,

BEEBAA N1

FEEERDOANA FF 42 LT, James O Westgard, Ph.D. @ “Basic QC
Practices’” Z{ifl 9% LW TE 5, 9

EBEDIREE

AEICFH S N TV B REOMGEEZ SR T 5 i 7 v h aicD
WX, BEEREUGERAE D 7 v A HEREOWGEZ BRI 5 T &,

(5) #ER

HE

AFw FTIE, point to point IEZHNWTF vy U T L— g =T =2(F
BU. fERZHNT S,

HAOEHICOVTIE, 3) MEHBORIEE BUOEBRZSIT S
c&,

759

WEMRICE > TR T T IS T T T NERENZHEN DD, TOM
IKERENZEERDH 2 7 5 F1CDON TR, T 2 B OBERiH
HEpTBH L,

CAIERROAIEE]

CTICRLIe T =2 RENEHITHD . SR TR S HRERY

Bahd s,

HSPRERM DRI D & BRICHE L ISR 2 30Ed 2 T &

TERHERRA D MR A Z I U, BHERIPH ORMRES 2175 720 ERAERZ DL
MRd, CHtT—&Ic&k3)

A4 >%2 %7 PTH
258—t> 975/8—k
n HiL rhefE A ) 2A )
fEERA 143 pg/mL 356 150 683
pmol/L 3.77 1.59 7.24

HELEDEE

CMERSRIE, FER IORERE. BAFT R E &b THRAMIC
W BT L,

< ARFy b OWEERDERATRICPIET 256, BMORE 2 7 Ol
TEAERA MRS 5 C L BHERT B,

- b MMEF ORI T, BER O a7 ) I KIG L, in
vitro DA IS T AR 525 LhH b, HEMCEE
EEMEHOREGIC E 5 SNBEBE TR, TOXI B TEZIT3
BEMH D, IELOIIEEME S N WaEEEN S %, a1
Heo>TE, MOBRNREL 55 DB B, 10

© H OSSR R OBA TSRS DS G, FERFERMK G T D
35 %DT, MERRICIED K ZWHI MO RTINS 2 Z % LT
AT 52 &,

(% &8

TR UTeT— 23R ENRHITH D . Bk TR 2R EZRT
e %,

RIEEE

HEEIPEHIE, EARE. HEMEB KON 7 A SRS v N OMEREFA
HPHANIC & 2 MEMEEPE (pg/mL. pmol/L) &9 5,

AFy ~OMEFPHIZLITOED THh %,

« A%y F7E kAl 1 40 ~ 25000 pg/mL (0.42 ~ 265.00 pmol/L)
< b—Fr7m bk 3.0~ 3000.0 pg/mL (0.32 ~ 318.00 pmol/L)
HPERPAATS OMER L, ZNZN 4.0 pg/mL (0.42 pmol/L) A£ii. 3.0

pg/mL (0.32 pmol/L) KifiL Hid 5 &,

IEFEY - IR

(G

Miitid CLSI 4 K51 > EPO5-A2 15> T iotze 11 % 1 1w b ik
W Fr V)T L—&, avbo—LEHEHLT, i1 85 TRAZy T
0k E—FrT7m b aVEFNENUCTDONTHG Lz, 3hloay
Fa—BXU 3FIOE M SV 20 HENCHED 1 H 2 8], ik
&g 2 E\EllE Uiz,
EAZy b Tabra)e)—Fr7m b UEENENGOIMmE S
)V 3Bl RE Lz,

A&y 7OR3JV B pg/mL

MENFBINE RN BT

SR (BHTHERD) (Rergire) @

TN n (pg/mL) SD %CV SD %CV
avho—L 120 7.7 029 38 034 44
avbho—)IlM 120 536 1.48 2.8 1.77 3.3
avbho—LH 120 2019 447 22 550 27

AT VIS 120 787.6 43.58 5.5 44.80 5.7
ISRV 2 120 20639 9266 4.5 92.66 4.5
)b 3 120 22448 7206 3.2 94.52 42

aNENFFRIE, WERAEEME, HERRITEZ ST,
A&y b7Obajb B pmol/L

PENEBIE AN AEE

T HTRE  GEAEIE 2

YT n  (pmol/L) SD  %CV  SD  %CV
avra—L 120 0.81 0032 39 0037 45
av ka—)LM 120 568 0156 27 0188 33
avru—)LH 120 2140 0474 22 0583 27

A V! 120 83.48 4.620 5.5 4.749 5.7
NI 2 120 21772 9822 45 9822 45
NIV 3 120 23795 7638 32 10020 4.2

aPEAFFIRME, WERAERME, HERREZ ST,
Ib»—=Fr 7O k)L B pg/mL

WEANFRME RN R

TEfE (GHTHEIL) GremBie) @

¥ n  (pg/mL) SD  %CV  SD  %CV
A 131 94 031 33 040 43
avhro—LM 132 638 164 26 231 36
avbhu—VH 132 2468 617 25 791 32

AV 120 9714 26.16 2.7 28.08 29
NI 2 120 23534  61.35 2.6 65.60 2.8
ISRV 3 120 27339  85.03 3.1 88.38 3.2

aPE N, RE AR, HAEREEZ BT,
Jb—=Fr7Oba)b B pmol/L

HIENHBIE TR AP

S il (DHTREE) (RepgBife) @

L n  (pmol/L) SD  %CV  SD  %CV
avirue—)lL 131 1.00 0.033 3.3 0.044 4.4
arvhu—)IlM 132 6.76 0.173 2.6 0.245 3.6
avhue—)VH 132 26.16 0.654 2.5 0.839 3.2

A 120 10297 2773 2.7 2977 29
IR 2 120 24946  6.503 2.6 6.953 2.8
AT VI 120 289.80  9.014 3.1 9.368 3.2

MEN I, HIERHBIE. HEEREZ 3T,

) Abbott



sok {EIME (Reproducibility) 24wy k7O bk pg/mL pmol/L
MEhd 2 0y FOMERHHAL T HEE6 5 TIToTz, 3floary ro— LoB2 03 0.03
WHBXU 3HIOE M SRV 2 &R DE 3, Dad &t 4 E

U 12 [ L ORERE A e, (RENAT Y FORRELL FISRT Lol® 05 005
2%y k7O ka3l Log® 10 0.1

TEME DHTRIE  MRARBIES D V—Fr7atanw pg/mkL pmol/L
Y27 n (pg/ml) SD  %CV  SD  %CV  SD  %CV LoB? 03 0.03
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