&b Alphalec

CERTIFICATE OF CONFORMANCE

Issue Date: 05 Feb 2025

Description: MarScreen® IgG

Product: 0006024

Package size: 2x0.8ml

Lot: #0018910

Exp. Date: 2025-12-02

TEST PROCEDURE SPECIFICATIONS
APPEARANCE

IgG Beads

Color Blue beads in colorless liquid
Dispersion Evenly dispersed beads
Volume 0.8 ml+0.1ml

Anti-1gG Serum
Color

Clarity

Volume

PERFORMACE
1gG Beads

Anti-1gG Serum

Faint yellow to amber
Opaque
0.8 ml +£0.1ml

Slide agglutination within acceptable limits

Slide agglutination within acceptable limits
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RESULTS

PASSED
PASSED
PASSED

PASSED
PASSED
PASSED

PASSED

PASSED

This document has been prepared by:

Regulatory Affairs
Alpha Tec Systems, Inc.

Location: 1311 SE Cardinal Court, Suite 170, Vancouver, WA 98683 USA

Tel 360.260.2779 & Fax 360.260.3277

Email: requlatory@AlphaTecSystems.com ¢ Web: www.AlphaTecSystems.com

Effective Date: MAR 2024
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