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Dear Valued Medline Customer:

Medline Industries, LP is issuing a recall for specific item(s) and lot(s) of Medline Red Rubber Intermittent
Catheters (8 Fr-22 Fr) and Medline Red Rubber Intermittent Catheter Trays. During an internal review, Medline
identified representative samples did not meet applicable performance specifications. Identified issues include
irregularities in catheter surface finish, instances where the catheter connector detached prematurely from the
catheter funnel, and limited cases where the catheter outer diameter did not meet specification. Irregular or
inconsistent surfaces of the catheter may result in increased friction, which may lead to added discomfort and minor
disruptions to the intermittent catheter insertion. Separately, catheter outer diameters outside of specification may
also contribute to added discomfort and minor disruption during insertion. With respect to the catheter connector,
premature catheter disconnection and leakage of urine may disrupt a medical procedure and potentially prompt
discontinuation and re-catheterization. All identified hazards are not expected to have more severe or long-term
health consequences with use. Inherent risks associated with catheter use, such as urinary tract infection and
urinary retention, are not expected to be impacted or elevated by the catheter issues identified. There have been no
reports of illness or injury associated with these issues. All affected Medline Sterile Red Rubber Intermittent
Catheters and Red Rubber Intermittent Catheter Trays must be destroyed. Be advised that there may be item
number variations based on the unit of measure ordered by your facility, indicated by an H appended to the item

. number(s) included with this communication. Note, there is no product difference between variations in units of

measure and physical labeling will reflect the base item number (i.e. DYND13508). Please refer to the enclosed list

for all affected item number(s) and affected lot number(s).

&

I Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA's
MedWatch Adverse Event Reporting program either online, by regular mail or by fax and to Medline Industries,
P,

I REQUIRED ACTION:

1. Immediately check your stock for the affected item number(s) and the affected lot number(s) listed on the
enclosed response form. Quarantine all affected product. Upon completion of the below actions, please destroy
affected product.

2. Please complete and return the enclosed response form listing the quantity of affected product you have in
inventory. Even if you do not have any affected product in inventory, please complete and return the response
form.

3. Your account will receive credit once the response form is submitted, if applicable.

4. 1If you are a distributor, or have resold or transferred this product to another company or individual, you are
required by FDA regulations to notify them of this recall communication. Please request that customers destroy
any affected product. You should include your customers’ quantities on your response form.

I Please accept our sincere apologies for any inconvenience this may have caused. We, like you, plate the health and safety of
your patients first and foremost.

froduct Recall Specialist Sr. Recall Ref#: R-26-080

Confidential - For intended recipients only. Do not Distribute.

." edline Industries, LP. Three Lakes Drive Toll Free: 866.359.1704 Email:
Northfield, IL 60093-2753 Website: medline.com
Fax: 866.767.1290




MEDLINE

4

Item and Lot Numbers.

item Number Lot Numbers
DYNC1816 All lot Numbers
DYND10350 All lot Numbers
DYND10407 All lot Numbers
DYND13508 All lot Numbers
DYND13510 All lot Numbers
DYND13512 Alllot Numbers
DYND13514 Alllot Numbers
DYND13516 All lot Numbers
DYND13518 All lot Numbers
DYND13520 All lot Numbers
DYND13522 All lot Numbers
DYND13614 Al lot Numbers
DYND13616 All tot Numbers
DYND18350 All lot Numbers
URO4RR14C All lot Numbers
URO4RR16C All lot Numbers
DYND13515 All lot Numbers
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