
Certificate of Quality

163288 E260333Q

Product description: LEUCOSEP TUBE, 12 ML, PP, 16,8/100 MM,
ROUND BOTTOM, POROUS BARRIER, NATURAL,
ASEPTICALLY PROD., PRE-FILLED WITH LEUCOSEP
SEPARATION MEDIUM, 50 PCS./BOX

Following inspections were carried out and passed:

raw material passed
visual passed
physical passed

Non-cytotoxic
Representative product was tested according to ISO 10993-5 and has been shown to be non-cytotoxic.

Aseptic
The product was manufactured under aseptic conditions (clean room).

Free of detectable endotoxins (pyrogens)
Detection limit: 0.12 EU/ml

BSE/TSE
Our raw materials used for this product fulfil the requirements laid down in the regulation of Note for
Guidance on Minimizing the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human
and Veterinary Medicinal Products (EMA/410/01 rev 3).
Substances of animal origin are either not intentionally used in this product or tallow-derived substances are
processed according to conditions of section 6.4 of EMA/410/01 rev 3.
We do not analyse for the above-mentioned substances or compounds.

We are certified according to the Quality System Standard ISO 9001 and ISO 13485.

2028-02-17

This certificate is valid for the above mentioned lot and has no validity if no lot number is provided. This
document has been created digitally and is valid without a signature.
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Austria: Greiner Bio-One GmbH, office@at.gbo.com I Belgium: Greiner Bio-One BVBA/SPRL, info@be.gbo.com l Brazil: Greiner Bio-One Brasil, office@br.gbo.com

China: Greiner Bio-One Suns Co. Ltd., office@cn.gbo.com I Germany: Greiner Bio-One GmbH, info@de.gbo.com l France: Greiner Bio-One SAS, accueil.france@gbo.com

Hungary: Greiner Bio-One Hungary Kft., office@hu.gbo.com I India: Greiner Bio-One India Pvt. Ltd, info@gboindia.com I Japan: Greiner Bio-One Co. Ltd., info@jp.gbo.com

Netherlands: Greiner Bio-One B.V., info@nl.gbo.com I Switzerland: Greiner Bio-One Vacuette Schweiz GmbH, office@ch.gbo.com

Thailand: Greiner Bio-One Thailand Ltd., office@th.gbo.com I UK: Greiner Bio-One Ltd., info@uk.gbo.com l USA: Greiner Bio-One North America Inc., info@us.gbo.com


