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Potential skin injuries caused by leaked cell ingredients

Device/ Product
o Heatwraps
Description:
Brand: ThermaCare® Flex XL
Lot Number: T48946
Manufacturer: Pfizer AG.
Potential that the device could include manufacturing defect of cells damaged
) leaking. The use of leaking/damaged heat cell wrap poses a potential risk to the heat
Problem: . . . : ! . .
cell ingredients coming in direct contact with the skin, which could cause skin
injuries such as burns/blisters and/or skin irritation on the wrap-applied area.
1. Do not the use the device if heat cells contents leak and/or wrap is damaged or
torn.

_ 2. In an event of contact of the heat cell content with the skin, remove the wrap and
Recommendation/ rinse the affected area with water and seek medical assistance immediately.
Actions: 3. Contact the authorized representative for support.

For more information, Please click here: g
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Letter to wholesalers directly supplied Pfizer AG
Schdrenmoosstrasse 99
Postfach
8052 Zirich
Schweiz

Telefon +41 43 49571 11
Fax +41 43 49572 80

Zdurich, January 17, 2020

IMPORTANT COMMUNICATION
Batch Recall ThermaCare® Flex XL Heatwraps

Product Name Lot Expiry Date | Pharmacode | Configuration
Number
ThermaCare®
Warmeauflagen fur T48946 | 31.08.2020 | 7207164 4
groéssere
Schmerzbereiche

Dear Sir or Madam

Pfizer AG is initiating a voluntarily wholesale level recall of ThermaCare® Flex XL
Heatwraps, lot T48946, distributed in Switzerland from December 22, 2017 to October
07, 2019.

This voluntary wholesale level recall is initiated due to the potential that a HeatWrap could
include manufacturing defect of cells damaged leaking. The use of leaking/damaged heat
cell wrap poses a potential risk to the heat cell ingredients coming in direct contact with the
skin, which could cause skin injuries such as burns/blisters and/or skin irritation on the
wrap-applied area.

It is possible that the leakage of the black colored granular heat cell content to the outside
of the wrap be detected by the consumer and may refrain from use of the product.

The product label warns not to use the product if heat cells contents leak and/or wrap is
damaged or torn. The product label also instructs consumer to remove the wrap and rinse
the affected area with water and seek medical assistance immediately in an event of
contact of the heat cell content with the skin.

Our records indicate that you may have received shipment of the affected lot T48946
between December 2017 and October 2019. Please check your stock immediately. If you
have any unit of the affected lot in your inventory, please stop distribution immediately and
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promptly return it to our distribution company with the address indicated below. You will
receive credit from Pfizer Consumer Healthcare for the affected lot number.

Alloga AG, Retourenabteilung, Buchmattstrasse 10, 3400 Burgdorf

This recall is being conducted with the knowledge of Swissmedic. We appreciate your
immediate attention and cooperation, and sincerely regret any inconvenience this action
may cause you. If you have any questions regarding the product, please contact the
Pfizer Consumer Healthcare Customer Service (phone: +41 43 495 77 78, Fax: +49 30
550054 52427).

Sincerly

Pfizer AG

Udo Hahn Stefan Bercz

Financial Director (DACH) Vertriebsleiter (DACH)

Pfizer Consumer Healthcare GmbH Pfizer Consumer Healthcare GmbH

www.pfizer.ch
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Authorized
Representative
Details

AR name:

Ahmed Mohammed Abdulwahab Naghi & Sons

Assigned Contact Person: | Faisal Al-Saedi

Mobile/Phone:

0504206914

Email:

faisal saadi@alnaghi.com
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