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Well Number | Well Contents | “FHU(E | 2R (pg/ml)
Al > A2 ReIEdH A 0.07 (Blank) 0
Bl B2 BEF i B 0.04 9.9
Cl>C2 BeIEss C 0.12 26.4
D1 D2 BEESa D 0.40 99
El > E2 IESH B 1.14 323.4
Fl1 > F2 BIEin F 3.06 1188

R RABUE R RE R AR B S B TR LIRS

SIHTFRRIE

SATEUEME (Analytical sensitivity )

AFEA S I UL By 5.45 pe/ml > B LATFII AT ENE 7 BIMRIESS A (0pg/ml) K
REIEds B (9.9 pg/ml) » 247 21 A (3 42 {EEUE) - IR ERTSIVEEE FaE N L 2
{EFZEXEJRZ (standard deviation ) °

HE24E (Precision )
Inhibin A fHIBVERRMESAT > BFIA 3 (RS MUEE ST AT o ARUHFIEILErT 21 gl -
FRigH 4 BB (n=84) » 3Bl CLSIEPS-A2 #ERIEHE 2N T ¢

Sample | Mean Conc. Within Run Between Run Total
(pg/mL) SD %CV SD %CV SD %CV
Pool-1 101.34 4.8 4.7 4.2 4.1 6.3 6.2
Pool-2 344.85 11.6 34 14.8 4.3 18.8 5.5
Pool-3 31.83 1.8 5.6 1.2 3.7 2.1 6.7
Pool-4 84.39 4.1 4.8 3.7 4.3 5.5 6.5

[E[UZZR (Recovery)
FEHLEEAIYNENE inhibin A > JILA 4 {EE&F R EDRE RN inhibin A AYEEA S » SEHAASIN
A& EE inhibin A FUJERE - WETEEUCRL T 3.

Sample Endogenous Conc. Expected Conc. Observed Conc. % Recovery
(pg/mL) (pg/mL) (pg/mL)

1 132.1 182.387 180.146 99%
228.096 209.307 92%
209.831 256.453 95%

2 165.2 213.896 210.796 99%
258.174 231.284 90%
298.601 283.523 95%

3 187.1 234.728 236.096 101%
278.058 270.861 97%
317.621 292.182 92%

48P (Linearity)

{5 CLSI-EP6P-A #2011 3 {li & (5] inhibin A JEFEIIEREA  DURIES: A MR %
H#ETT inhibin A AR - SHRESEURE 2 BUCR » HERNTE:

- Expected Conc. Observed Conc. %
Sample Dilution Factor Cp/ml) (p/ml) Recovery
Neat 1188.0 N/A N/A
1:2 594.0 597.5 101
1 1:4 297.0 281.4 95
1:8 148.5 130.2 38
1:16 74.2 65.9 89
1:32 37.1 34.1 92
Neat 645.7 N/A N/A
1:2 322.9 340.5 105
2 1:4 161.4 173.4 107
1:8 80.7 86.8 108
1:16 40.4 39.3 97
Neat 212.150 N/A N/A
1:2 106.1 114.3 108
3 1:4 53.0 60.5 114
1:8 26.5 206.5 100
1:16 13.3 15.1 114

SyMTEEEME (Analytical Specificity )
AT TYMEM] inhibin A W EEMIESAE S - BN EAMAT TR TR AVRE TGRS R E
(cross-reaction ) » S E A FE AR MR 3 AT G R HEST -
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Sample Cross-reactant Concentration 96 Cross-reactivity
1 inhibin A 1000 pg/ml 100%
2 Activin A 50 ng/ml ND
3 Activin B 50 ng/ml ND
4 Activin AB 50 ng/ml ND
5 Follistatin 288 50 ng/ml ND
6 Follistatin 315 50 ng/ml ND
7 inhibin B 50 ng/ml ND
8 Alpha 2 Macroglobulin 50 ng/ml ND
9 FSH 50 ng/ml ND
10 Myostatin 50 ng/ml ND

HAZ (& (Expected value)
MR i DAY 5] Inhibin A ELISA 27T 437 - fUIHIZE A BYHASAE (S WK Excel Analyse-it {4
H95% IS8 -

Population No of Median conc. Inhibin A
specimens (n) (pg/mL) (pg/mL)
Normal Cycling Females
Early follicular phase (-14 to -10) 16 13.0 53-22.2
Mid follicular phase (-9 to -4) 43 19.5 53-72.1
Late follicular phase (-3 to -1) 23 51.7 22-115
Mid cycle (Day 0) 7 99.4 90 - 151
Early Luteal (1 to 3) 25 73.5 29 -209
Mid Luteal (4 to 11) 47 45.1 9-213
Late Luteal (12 to 14) 18 12.5 59-26
Post-Menopausal Females (Years)
54-74 39 1.17 ND -5.24
Males Age (Years)
3-10 9 4.53 23-6.5
11 - 24 35 2.9 1.0-10.3
25 - 40 26 341 2.0-5.5
41 - 60 34 34 2.1-8.1
61 - 77 68 2.68 1.0-6.8

AR EERSRERERRUBCEHEHNSELEE  FAREREAEEEHEBMNERNER
SRE—#EfERA -

F#E (interference )
{23 CLSI EPT-A2 #ERI] » A 2 fi A4 FHUE RS A 4T 2% (hemoglobin) Kz =E& 5 (triglycerides)
RIS EREAS > inhibin A JEEBELI0%HVEEN > $5RFR TR -

Interferents Analyte Conc. Unspiked Sample Spiked Sample %
(mg/mL) Value (pg/mL) Value (pg/mL) Difference
Hemoglobin 0.68 125.52 115.95 -1.6
178.84 175.83 -1.69
Triglycerides 2.5 100.70 100.10 -0.59
125.52 127.96 1.94

JiiEEREE (Method Comparison )

AFMIELE, Ay inhibin A 887 (774 A) #E(T 116 (1 Zfmistae CRETE 50~795 pg/ml)
HUSEATERSE © 35 R TE o A6 Bablok JAMETT o4 - 15 2RV AR El B At

Inhibin A ELISA (AL-123) =1.03 (7374 A) -14.9 (=0.97; P<0.0001)
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