Certificate / Zertifikat

Product / Produkt: Solidscreen Il Anti-D (RH1) Blend 806530

Solidscreen || Human Monoclonal Blend
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Intended Use/ Solidscreen Il Anti-D (RH1) Blend is used with
Solidscreen Il for the detection of weak D and partial D

3232051-00

Verwendungszweck:

antigens (DVI and DVII). It is used to test samples 2024-08-10

which have been tested RhD negative with a direct
agglutination method.

Solidscreen Il Anti-D (RH1) Blend wird im Solidscreen
[I-Festphasen-Test zum Nachweis des
Blutgruppenmerkmals weak D und partial D (DVI und
DVII) bei RhD negativen Blutproben eingesetzt.
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Specifications

Clone: BS221 (IgG) / H41 11B7 (IgG) human monoclonal

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

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

Regulation:

- DINEN ISO 13485

- MDSAP

- Directive 98/79/EC

- FDA 21 CFR Part 820, 809, 600, relevant only for products for the US-market

- Recommended Methods for Blood Grouping Reagents Evaluation, Docket N0.84S-0181,
March 1992
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