Certificate

Product: IH-Card ABD(DVI+)-Conf 813191 100
Intended Use: IH-Card ABD(DVI+)-Conf is intended to be used for the

performance of the ABO/RhD antigen typing conducted 9451020

with anti-A (ABO1), anti-B (ABO2), anti-D (RH1) Blood

Grouping Reagents, on a single Gel Card. The IH-Card

ABD(DVI+)-Conf can be used for the ABO/RhD blood 3 2026-04-17

group control of donors and cord blood.

y'e 18...25°C

Reagents:
Reagent Clone Source Raw Material Lot.-No.:
Anti-A 15750F7 Murine Monoclonal 64581073, 64537222
Anti-B X9 Murine Monoclonal 64574295, 64492615
Anti-D BS226/ESD1M Human Monoclonal 64585495 / 64553802

e Information, Instructions and Safety:
- For further information, instructions and safety refer to the included instructions for use of this
product.

e Analytic Results, Quality Control:
- The product lot was released following evaluation of sensitivity and specificity.

e Regulation:
DIN EN I1SO 13485
MDSAP
FDA 21 CFR Part 820, 809, 600
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