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Hamburg, 20 December 2016

Urgent Safety Notice regarding Medical Product

Silicone resuscitator for adults and children from Fortune Medical: Oxygen reservoir detaches too easily

from the connector on the bag

Dear Sir or Madam,

Quality and safety are our highest priorities. Therefore, we make sure that our actions are always transpar-
ent and our communication open and sincere. In this urgent matter, we ask that you observe this Safety

Notice.

Addressees:

Users and operators of the above-mentioned product and distributors

Affected medical product:

= Silicone resuscitator for adults, starting as of production date 2016-08-08 and with the
LOT Number A5-040265 of Fortune Medical (WM 11103 / REF Fortune Medical: WM1610-0003)

= Silicone resuscitator for children, starting as of production date 2016-08-27 and with the
LOT Number A5-040262 of Fortune Medical (WM 11102 / REF Fortune Medical: WM1610-0002)

You will find the production date and the LOT-Nr. of the silicone resuscitator in the upper portion of the label

on the resuscitator carton:
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This Safety Notice does not apply to the silicone resuscitator for infants (WM 11101) and to all silicone
resuscitators whose production date was prior to 2016-08-08 (WM 11103) or 2016-08-27 (WM 11102).
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Problem description:

The connector between the bag and oxygen reservoir on the silicone resuscitators for children and adults
easily becomes detached. If this problem occurs while the oxygen reservoir is used with a high oxygen flow,
the patient may not be adequately oxygenated.

Cause:
We presume that the connector between the resuscitator bag and the oxygen reservoir does not conform to
the specified dimensions.

Corrective action:

We have not delivered any silicone resuscitators for children and for adults with the specified production
dates since 7 December 2016. At this time we do not have any definite information about a new delivery of
resuscitators that meet our quality standards. We are doing everything we can to resolve this problem quick-

ly.

The BfArM has been informed of this procedure.

What you as an operator or user must do now:

« Do not use the silicone resuscitator with the oxygen reservoir from the affected production
period (delivery date after about 10 November 2016)!

e Send the affected silicone resuscitator, complete with oxygen reservoir, back to the distribu-
tor from whom you purchased the product. In exchange for the resuscitators you return, you will re-
ceive free replacements from your distributor as soon as we can deliver resuscitators of our usual
high quality. Please note that deliveries may be delayed in this case.

« Please make sure that all the users of the above-mentioned products and other relevant persons in
your organization are informed of this Safety Notice.

Contact:
We are available to answer any questions you may have. Please contact your Regional Sales Manager or
our Customer Service by telephone +49 40 88 18 96 -120 or e-mail Customerservice@weinmann-emt.de.

Kind regards,

WEINMANN Emergency
Medical Technology GmbH + Co. KG
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