) TRIMERO Diagnostics, SL

-‘ c. Valéncia 558, 4t 2a - 08026 Barcelona
+34 932448679 - info@3diag.com

DIAGNOSTICS s

Inscrita R.M. Barcelona Tomo 45329, Folio 165, Hoja 484362

3diag - C1In - TIA
TD-42591 - C1 (Esterase) Inhibitor - for Turbidimetry
ANNEX to IFU: cobas® 6000 (c501)
Proposal of Application - using 3diag - C1lIn - CaL SeT (7 TD-42582)

cobas® and related brand marks are trademarks of Roche Diagnostics Ltd, Roctkreuz, Switzerland

ANALYZE
Assay: |2 Point End Time/Point: [[10] [37] [70] [0] [O]
Wavelenght (2nd/Pri.): | [Cancel] [340] Sample Vol. (Norm.): | [3] [0] [0] oilFact.=1:1
Sample Volume (Dec.): [[25] [3] [100] Sample Volume (Inc.): | [0] [0] [0] - Not Defined
Diluent: | [951 - Saline] [1] R1 Volume: [[108] [0] [Inactive]
R2 Volume: [[0] [0] [Inactive] R3 Volume: [[36] [0] [Inactive]
Linearity Limit: | [0] [0] [0] [O] Prozone Limit: | Not Defined
Absorvance Limit: | [32000] [Increase] Cell Detergent: | [Detergent 1]
Stirring Level: [[2]

Stirring Setting (UP - LOW-M1/M2/M3): | [Stirring] - [Stirring] [Stirring] [Stirring]

CALIBRATION

Calibration Type: | [RCM] or [Spline] Point: | [6]

Span - Weight: | [6] U 0] Update Type: | [none] [0] [O]

SD Limit: [ [999] Duplicate Limit (%/Abs.): | [99] [32000]

Sensitivity Limit: | [-99999] [99999] S1 Abs. Limit: | [-32000] [32000]
RANGE
Unit: [ [mg/dI] or [mg/I] Decimal Places: |[1] or [2] - User Defined

Data Mode: | [Active] Automatic Rerun: | User Defined

Technical Limit - Low: |2 Technical Limit - High: | ©®

OTHER (Calibrators)

Std. Code, Rack and Conc. (#1..6): | ™

Sample Volume (#1..6): | [3] [0] [0]  [3][0][0]  [3]([o][0]  ([3][0o][0] [3][0][0o]  ([3][0][O]

Dilution Factor (#1..6): | 1:1 1:1 1:1 1:1 1:1 1:1

NOTES

(*1) The use of the calibration update, with only one calibrator level, is discouraged.

(*2) User Defined (equal to lowest calibrator value (recommended)).

(*3)  User Defined (equal to highest calibrator value (recommended)).

(*4) User Defined, for the concentrations see the values of the Calibrator Set on the table of assigned values of the IFU.

(*5) The definition of these parameters is based on the Roche's document "cobas ¢ pack MULTI" (Doc. Code:
04929578001V1 - Version: 2006-08, V 1 Espariol). For any doubt or further information, please refer to this
document.

TRIMERO Diagnostics SL - Application Proposal: Cobas 6000 (c501) - 3diag - C1In - TIA - (rev. EN - 30.06.2021) - page 1 of 1



