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April 2025

Subject: Notification of label change for COBE™ 2991 Cell Processor disposable sets, catalog numbers 90819,
90901, 90904, and 90912

Dear Valued Customer,

Terumo Blood and Cell Technologies is dedicated to providing you with the highest quality support and remains
committed to communicating information regarding our products. This letter is to notify you of changes to the labeling of
the disposable sets for COBE 2991. These changes affect the kit label, case label, and Instructions for Use (IFU) for
catalog numbers 90819, 90801, 80904, and 90912. The changes are described below:

1. We have updated the labeling to remove the CE mark.
2. For the case label and kit labels, the Korean License Number was corrected and the template part number (TPN)

was updated.

Examples of the change are included in Attachment 1. The updated labels will begin with lot number 05J15001, which has

a manufacture date of 2025-05-02 and an expiry date of 2027-05-01.

We appreciate your continued support and look forward to serving you. If you have any questions or require device
support, please visit TerumoBCT.com/Contact-us for complete contact information.

Sincerely,

e

Allison Hoffman

Sr. Manager, Global Product Marketing
Global Therapy Innovations

Terumo BCT, Inc.

10811 West Callins Ave.
Lakewood. Colorado 80215-4440
LISA

USA Phone: 1.877.339.4228
Phone: +1.303.231.4357

Fax: +1.303.542.5215

TERUMOBCT.COM
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Terumo BCT Europe N.V.
Europe. Middle East and Africa
lkarosiaan 41

1930 Zaventem

Belgium

Phone: +32.2.715.0680

Fax: +32.2.721.0770

Terumo BCT Asia Pte. Ltd.

&9 Science Park Drive
#04-25 (Lobby B)

The Rutherford
Singapora 118281
Phona: +85.6716.377
Fax: +65.6774.1419

Terumo BCT Latin America S.A.

La Pampa 1517-12" Floor
C1428DZE

Buenos Aires

Argentina

Phone: +54.11.5530.5200
Fax: +54.11.5530.5201

Terumo BCT Japan, Inc.
Tokyo Cpera City Tower 49F,
3-20-2, Nighi-Shinjuku,
Shinjuku-ku, Tokyo 163-1450.
Japan

Phona: +81.3.6743.7880
Fax: +81.3.6743.9800
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ATTACHMENT 1: Current and New Labels
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Figure 1: Current case label for catalog number 90819
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Figure 2: New case label for catalog number 90819
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Figure 3: Current kit label for catalog number 90819
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Figure 4: New kit label for catalog number 90819
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