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26.11.2020 / Kunde / ADM

Safety Information

Dear customer,
With this letter we would like to inform you about the preventive measures taken.
REF 690630, Biliary drainage bag, with NRV, 1,5 Liter /90cm
Based on feedback from the market, we have found that the biliary drainage bag repeatedly, among other
things, is used for pleural drainage or other unauthorized applications (off-label use) (use does not
correspond to the intended purpose). We have therefore decided (in order to avoid possible
complications) to point out once again that the biliary drainage bag may only be used for a clearly defined
purpose. This is as follows:
Use for biliary drainage.
Other uses are not permitted. For this reason we have decided to clearly define this purpose in the
product information sheet. Furthermore, we have created an instruction leaflet that also clearly defines
the intended use.
The clinic advisor responsible for you will be happy to answer any further questions or give you
instructions.
Please ensure in your organization that all users of the above Products and other persons to be informed
become aware of this customer information. If you have given the products to third parties, please
forward a copy of this information to the third party concerned.

Best regards
ASID BONZ GmbH

____________
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Head of QM/RA
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26.11.2020, Information Letter Biliary drainage bag, 690630

Customer/ Clinic Advisor/ Customer No.

Please send back to: ASID BONZ GmbH

Fax: 07032 / 9562-58

We hereby confirm that we have received the customer information on the biliary drainage bag REF:
690630 and all users of the above Products and other persons to be informed have been informed of this
customer information.

__________________________
Place, date

_________________________________
signature
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