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The Perrigo Company Recall [Drug]

18 Batches of Acetaminophen Infant Suspension Liquid 160 mg/5mL Sold in 2 oz and
4 oz Bottles with Syringes. See Attached List of Recalled Lots and Branded Labels.

Voluntary Recall; The Perrigo Company (NYSE: PRGO; TASE) announced today that it
has initiated a voluntary, nationwide product recall to the retail level of 18 batches of
its acetaminophen infant suspension liquid, 160 mg/5 mL, sold in 2 oz. and 4 oz. bottles
with syringes in a box under the store brand products listed below. The recall is being
initiated because of the remote potential that a small number of packages might
contain an oral dosing syringe without dose markings. Using an oral syringe without
dose markings can result in inaccurate dosing, especially in infants who could
mistakenly get too high a dose. This OTC product is indicated for the relief of fever and
minor aches and pains and can be used in infants, children and adults. These recalled

products are sold by distributors nationwide and distributed through retail stores.

Recommend notification of affected parties via phone, fax or e-mail. Detailed store
information is not available at this time. If the package contains an oral dosing device
that does not have dose markings, the consumer should not use the product and should
call Perrigo’s Consumer Affairs Department, toll free, 1-800-719-9260. Consumers
should contact their physician or healthcare provider if they have any questions, or if
they or their children experience any problem that could possibly be related to this drug
product. Furthermore, if any recalled products are found, please notify this office at
317-233-3213.

Recall -- Firm Press Release

FDA posts press releases and other notices of recalls and market withdrawals from the firms
involved as a service to consumers, the media, and other interested parties. FDA does not endorse
either the product or the company
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Perrigo Initiates Nationwide Voluntary Product Recall of Acetaminophen Infant
Suspension Liquid, 160 mg/5 mL, Due to a Potential Defect with the Co-
packaged Oral Syringe

Contact:
Perrigo Consumer Affairs Department

(800) 719-9260

FOR IMMEDIATE RELEASE - November 1, 2013 — The Perrigo Company (NYSE: PRGO;
TASE) announced today that it has initiated a voluntary, nationwide product recall to the retail
Ievel of 18 batches of its acetaminophen infant suspension liquid, 160 mg/5 mL, sold in 2 oz. and
4 oz. bottles with syringes in a box under the store brand products listed below. The recall is being
initiated because of the remote potential that a small number of packages might contain an oral
dosing syringe without dose markings. The correct syringe should have a white or yellow plunger
with specific dose markings for 1.25 mL, 2.5 mL, 3.75 mL, and 5 mL. If the product’s syringe has
these dose markings, consumers can continue to use the product while following labeled use
mstructions.

Using an oral syringe without dose markings can result in inaccurate dosing, especially in infants
who could mistakenly get too high a dose.

Commenting on this market action, Perrigo’s Chairman, President and CEO Joseph C. Papa stated,
“There are no issues or concerns with respect to the safety or efficacy of the product, only the
potential that the oral dosing device in a relatively small number of packages could be unmarked.
Out of an abundance of caution, we are taking this measure to maintain the highest possible
product quality standards for our retail customers and consumers. While we cannot be certain that
any of these unmarked dosing devices were released into our customers’ supply chains, taking this
action is the right thing to do.” Perrigo has not received any reports or complaints related to this
defect nor have they found any product with missing dose markings on re-examination of product
on hand.

This OTC product is indicated for the relief of fever and minor aches and pains and can be used in
infants, children and adults. These recalled products are sold by distributors nationwide and
distributed through retail stores.

Perrigo is notifying its distributors and customers by verbal and e-mail communication today,
followed by formal FedEx-delivered communication. It also is arranging for return of all recalled
products. Distributors/retailers that have the acetaminophen infant suspension liquid that is being
recalled should stop distribution and return product.

If the oral dosing device contained in the package has dose markings, no action is required, and
the consumer can continue to use the product consistent with the label instructions. If the package
contains an oral dosing device that does not have dose markings, the consumer should not use
the product and should call Perrigo’s Consumer Affairs Department, toll free, 1-800-719-9260.
Consumers should contact their physician or healthcare provider if they have any questions, or if
they or their children experience any problem that could possibly be related to this drug product.




Adverse events that may be related to the use of this product may be reported to FDA’s
MedWatch Adverse Event Reporting Program either online, by regular mail or by fax:

e Online: WWW.fda.gow’medv.fatch/'report.h‘[ml
o Regular Mail: use postage-paid FDA form 3500 available at:
www.fda.gov/Med Watch/getforms.htm”.
Mail to MedWatch, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787
o Fax: 1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.

Recalled lots, along with their corresponding branded labels, are listed below:

| Labead | ~ Batches |
[BABIESRUS  [3KK0606 - R
ICAREONE ~ [3HKOS64
EQUALINE 3HK0672 -
3HK0672, 3JK0433, 37K0594, 3JK0595, 3JK0653, 3JK0673, 3KK0815,
UATE 3KK0817
HARMON FACE
ST T 3JK0594
[HEALTH MART  [3HK0671 -
ig‘éﬁﬁg 3HK0671, 3KK0606
[HEB 3KK0606 J
g&};{ wwww T 3GK0645, 3GK0704, 3HK0671, 3JK0433, 3JK0595, 3JK0653, 3JK0433,
3IK0595, 3GK0645, 3GK0704, 31K0595
[LEADER DRUG  [3JK0433,3JK0594
IMEUER ~ [3]K0594,3JK0597
IPUBLIX 3JK0595 -
RITEAID  [3Gko704
ITOPCARE 3KK0359,3KK0494
IUP & UP 3HK0672 B o -
'WALGREEN 3GK0704, 3HK0564, 3HK0671, 3]K0433, 3JK0595, 37K0610, 3KK0360

Mzr. Papa concluded by stating, “While patient safety remains our top priority, we do not expect
this issue to have a material financial impact on the company, and we are reaffirming our Fiscal
2014 full-year’s earnings guidance provided October 31, 2013.”




Perrigo Initiates Nationwide Voluntary Product Recall of Acetaminophen Infant
Suspension Liquid, 160 mg/5 mL, Due to a Potential Defect with the Co-
packaged Oral Syringe Photos
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