a dominique
Dutscher company

Cona (VE) Italy, 03/06/2025
TO WHOM IT MAY CONCERN:

DECLARATION
Declaration on the Absence of Animal-Derived Substances

We hereby confirm that, according to the declarations provided by our raw material suppliers, no
ingredients of animal origin are used or intentionally added during the production of the raw materials
employed in the manufacture of the following products:

e CL2ARBEPSTS/B Cryogen® Tube 2 Ml Self Standing External Stella Cap, Graduated,
Bar-Code-Sterile-Clearline® In Bulk

Specifically, the manufacturers of the raw materials declare the following:

Cap (Polyethylene)- Animal-Derived Materials and BSE/TSE

We certify that no additives of animal or human origin are used or intentionally added in the
manufacture of this product. Therefore, we declare that the product is considered safe with respect to
Bovine Spongiform Encephalopathy (BSE) and Transmissible Spongiform Encephalopathy (TSE), and that
it complies with the requirements set forth in the “Note for Guidance EMA/410/01 (Rev. 3)”.

Tube (Polypropylene) — Animal-Derived Materials and BSE/TSE

We certify that manufacturing this product, we do not use or intentionally add into it any additives of
animal or human origin. We therefore state that our product is to be considered safe with respect to BSE
and TSE transmissions and that the requirements laid down in the "Note for Guidance EMA/410/01 (rev.
3)" are fulfilled.

O-Ring (TPV)- Animal-Derived Substances

We are pleased to provide the following information regarding the absence or presence of certain
substances in the product referenced above: Substances of animal origin are not intentionally used in this
product. Although the product is not routinely tested for their presence, based on knowledge of its
composition, such substances are not expected to be present. However, the fact that these substances
are not intentionally used does not entirely preclude the possibility that trace levels may be present due
to the specific characteristics of raw materials and/or the manufacturing process.
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