Certificate of Analysis (CoA) GOLD

STANDARD
Product: Bordetella pertussis toxin (PT) IgA DIAGNOSTICS
Prod.No.: 30113475 OTECAN
Lot: BPTA-095 ¢
Expiry: 2027-12-31
IFU: Rev. 01
Component Number Lot Prod. Date | Expiry Date
1 MA0610-095 | 2026-06 | 2027-12-31
1 KA0610-095 | 2026-06 | 2027-12-31
CAL 1 SAA0610-095 | 2026-06 | 2027-12-31
ICAL (B 1 SBA0610-095 | 2026-06 | 2027-12-31
[CAL[C] 1 SCA0610-095 | 2026-06 | 2027-12-31
[CAL|D| 1 SDA0610-095 | 2026-06 | 2027-12-31
|[CONTROL |L | 1 LCA0610-095 | 2026-06 | 2027-12-31
|CONTROL |[H| 1 HCA0610-095 | 2026-06 | 2027-12-31
IWASH | BUF | 20x| 1 W-1144 | 2026-05 | 2028-05-31
[SOLN [STOP]| 1 S-1076 | 2026-04 | 2028-04-30
1 T-080 | 2026-02 | 2029-02-23
DIL 1 D-502 | 2026-04 | 2028-04-30

Component| Concentration | OD Value | OD Validation Criteria
|CAL|A| 0 IU/mL 0.014 <0.200
10 IU/mL | 0.676 |> Standard A

CAL [B]
25IU/mL | 1.615 |> Standard B

CAL|D 50 IlU/mL | 2.458 | >1.000 & > Standard C
Component Target Value (IU/mL) Target Range (IU/mL)

[CONTROL|L| |4.14 0-10

[CONTROL |H| |30.49 16.77 - 44.20
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