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ANNEX

ANNEX

to
Commission Delegated Directive

amending, for the purposes of adapting to scientific and technical progress, Annex IV to
Directive 2011/65/EU of the European Parliament and of the Council as regards an
exemption for the use of bis(2-ethylhexyl) phthalate (DEHP), butyl benzyl phthalate
(BBP), dibutyl phthalate (DBP) and diisobutyl phthalate (DIBP) in spare parts
recovered from and used for the repair or refurbishment of medical devices
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ANNEX

In Annex IV to Directive 2011/65/EU, the following entry 47 is added:

‘47

Bis(2-ethylhexyl) phthalate (DEHP), butyl benzyl phthalate (BBP), dibutyl
phthalate (DBP) and diisobutyl phthalate (DIBP) in spare parts recovered from and
used for the repair or refurbishment of medical devices, including in vitro
diagnostic medical devices, and their accessories, provided that the reuse takes
place in auditable closed-loop business-to-business return systems and that each
reuse of parts is notified to the customer.

Expires on [PO: 7 years after the adoption of this Directive].’
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