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April 15, 2021

RE: ColActive® Plus Powder (Ag) — Applicability of European requirements for hazardous substances

This statement serves to clarify the applicability of European requirements and restrictions related to the
import and use of hazardous substances in ColActive® Plus Powder (Ag) products.

ColActive® Plus Powder (Ag) is a collagen powder made from collagen, sodium alginate, carboxymethy!
cellulose (CMC), ethylenediaminetetraacetic acid (EDTA) and Silver in the Ag formulation.

A summary of applicability of the European Directives on hazardous substances for ColActive® Plus Powder
(Ag) is outlined below:

EU Directive Scope Applicability and Rationale

Restriction of Restriction of the use | Not applicable.

Hazardous of hazardous

Substances (RoHS) substances in ColActive® Plus Powder (Ag) is not an electric or electronic

Directive electrical and piece of equipment

2011/65/EU electronic equipment

Restriction of Restriction of import | Not applicable. ColActive® Plus Powder (Ag) does not contain

Hazardous of certain chemicals materials restricted under REACH regulation 1907/2006,

Substances (RoHS) and substances, including SVHC as defined in Article 57 of the regulation.

Directive including substances

2011/65/EU of very high concern | The materials used for ColActive® Plus Powder (Ag) products

(SVHC) (Article 57) were searched in the ECHA database of substances restricted

under REACH! and REACH SVHC Finder online tool?to confirm
that they are not restricted.
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Chris Fredric Val DiTizio
Senior Director, Regulatory Affairs Chief Scientific Officer

1. ECHA - Substances restricted under REACH
https://echa.europa.eu/substances-restricted-under-reach. Search conducted on 15 April 2021.

2. REACH SVHC Finder - https://www.chemsafetypro.com/Topics/EU/REACH SVHC Finder.html. Search conducted on 15 April
2021.
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