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“The Boperistence of Man-Made Vitreous Fibre (MMVF) CCEWOOL in Rats after intratrachcal
Instilatson™ wathan the following study
Fraunhofer ITEM study no.: 02016014
Test substance: CCEWOOL
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Titke: The Biopersistence of Man-Made Vitrecus Fbre (MMVF) CCEWOOL in Rats after
intratracheal Instdlaton

This animal study was conducted in compliance with the Principles of Good Laboratory Practice
(German Chemicals Law, §19a Appenda 1, August 28, 2013). The protocol of the European
Commission (ECB/TM 27 Rev. 7, 1998) with sight changes according study protocol was
followed,

The treatment of rats was performed in May, 2017 by intratracheal instillation of a total dose of
2 mg per ral. The fibre retention data of sacrifice dates up to 3 months after instillation were
wsed for analyss.

Following halftimes were calculated by the method according to the protogol of the
European Commission:

WHO fibre fraction (15 um, D<3um, LUD>3/1) < 40 days

For the Man-dade Vitreous Fibre CCEWOOL, the haif-time of the WHO fibre fraction meets the
limit of = 40 days grven in Annex Il No. 5 of the German Gefahrstolfveraednung (Hazardous
Substances Ordinance, 2010) which was set for using MMVE for hesl ahd sound insulation n
buddng condtruction in Germarny.

Long fibres fraction (length = 20 pmi: < 40 days

According to REGULATION (ECH No 127272008 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCH of December 16, 2008, § 1.1.3, Table 3.1, NDEX-no, £50-016-00-2 and Note Q, the
classfication as a carcinogen need not apply  the halftime for fibres longer than 20 pm is less
than 40 days n the biopersistence test by intratracheal mstillation

Executive ﬂ-r-!ctnr of Fraunhofer ITEM Study director




