n Am | the “Device Labeler™?
(Per the US FDA'’s definition in their UDI Rule)
D

The label on the
device contains
my “brand”

<>
o

| am the

You are the manufacturer/OEM
Device Labeler and label the
and should obtain device with my
a HIBCC customer’s brand

Company Prefix
While you may
physically apply the
label, you are not
considered the device
labeler by the FDA.

(LIC)

Your customer must
contact HIBCC to
obtain a Company

Prefix (LIC)

While you may
physically apply the | repackage a

considenad the device device, but do not
labeler by the FDA. The label it with my
brand
manufacturer or

distributor must contact
Please contact HIBCC
to determine who is
responsible for the
uDI

HIBCC to obtain a
Visit www.hibcc.org or contact HIBCC directly at info@hibcc.org or +1 (602) 381-1091.

Company Prefix (LIC)



https://www.fda.gov/medical-devices/unique-device-identification-system-udi-system/udi-basics#labeler
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