
To verify the authenticity of the information on this certificate, you may scan the QR code or visit
www.access.fda.gov/fecv/CDRH.

Certificate No. 10335-6-2024-5

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections.

 This certificate is valid from June 25, 2024 to June 24, 2026.

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List

   Sincerely,

CDR Cesar A. Perez, PhD, Director
DRP2: Division of Establishment Support
Office of Regulatory Programs
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

(Six Pages) (One Page)



Name of Manufacturer
Manufacturing Facility
Legal Manufacturer
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
9450 South State Street
Sandy, UT
USA 84070

Manufacturing Facility
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
S.A. de C.V.
PERIFERICO LUIS DONALDO
COLOSIO No.  579
NOGALES, Sonora
MEXICO 84048

Manufacturing Facility
BECTON DICKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2
SINGAPORE, SINGAPORE 639461

Manufacturing Facility
Becton Dickinson Medical Devices Co., Ltd. Suzhou
No. 5 Baiyu Road
Suzhou Industrial Park
Suzhou, Jiangsu
CHINA 215021

Manufacturing Facility
CATHTEK LLC
4790 Walkertown Plaza Blvd
Walkertown, NC
USA 27051

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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Name of Manufacturer
Legal Manufacturer
Manufacturing Facility
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC.
9450 South State Street
Sandy, UT
USA 84070

Name of Product(s)
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------------------------------------------------------------------------------------------
Name of Manufacturer
Manufacturing Facility
BECTON DICKINSON INFUSION THERAPY SYSTEMS INC. S.A. de C.V.
PERIFERICO LUIS DONALDO
COLOSIO No.  579
NOGALES, Sonora
MEXICO 84048

Name of Product(s)
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------------------------------------------------------------------------------------------
Name of Manufacturer
Manufacturing Facility
BECTON DICKINSON MEDICAL (SINGAPORE)
30 TUAS AVENUE 2
SINGAPORE, SINGAPORE 639461

Name of Product(s)
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------------------------------------------------------------------------------------------
Name of Manufacturer
Manufacturing Facility
Becton Dickinson Medical Devices Co., Ltd. Suzhou
No. 5 Baiyu Road
Suzhou Industrial Park
Suzhou, Jiangsu
CHINA 215021

Name of Product(s)
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------------------------------------------------------------------------------------------
Name of Manufacturer
Manufacturing Facility
CATHTEK LLC
4790 Walkertown Plaza Blvd
Walkertown, NC
USA 27051

Name of Product(s)

--------------------------------END OF PRODUCT LIST--------------------------------------
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