
a CooperSurgicaf Company

Urgent Field Safety Notice

Affected product: ART-I023 euinn's Advantage Medium with Hepes

Type of action: Recall

Date: 2016-Nov-14

Attention: ART-1 023 Customer

Medium with Hepes
-1023

Lot number= 16280126

Description of the problem
oRlGlo a/s has received two complaints regarding what appear to be particles, objects orgrowth in two bottles of the media. The media shoired evio'encl of particutate r"ti"i,
cloudiness, and was mis-colored.
It is highly important for ORIGIO a/s to eliminate the risk of microbial contamination. And dueto this the ART-1023, Lot number 16280126 is recalled from iire market. The affected totnumber has been on the market from July, 2016; the expiry oati is 2017_07_14.

y to confirm, with your signature on attached
return of any of the affected products you may

Please contact your distributor/subsidiary to anange for the return.

Transmission of this Field Safety Notice:
This notice needs to be passed on all those who need to be aware within your organization or
!o any organization where the potentially affected devices trave been transferred.
Please maintain awareness on this notice and resulting action for an appropriate period toensure effectiveness of the conective action.

Contact reference person:

oRlGlo a/s sincerely apologizes for any convenience caused to your crinic.

rs
ark. Authorized Representative for
ull, CT 06611, USA

The undersign confirms that this notice has been notified the appropriate Regulatory Agency
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