e.janach’

Ophthalmic Surgical Instruments

STATEMENT

In compliance with D. Lgs. 81/2008 s.m.i. DM 28/09/1990 declaring that decontamination is a
procedure aimed at safeguarding operators and intends to reduce the microbial load on instruments.

And according to chapter 6.4.2 of EN ISO 13485:2016/A11:2021, where the organization is required to
plan and document arrangements for the control of contaminated or potentially contaminated products in
order to prevent contamination of the working environment, the personnel or product.

E.Janach srl declares that:

Products sent in for technical assistance or returned ones must be sent back decontaminated.

Best regards,

Marco Nespoli (Legal raply;esentative)
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