{3 BD CERTIFICATE OF COMPLIANCE

BD Vacut ai ner Systens,
Preanal yti cal Sol utions
240 Jefferson Rd

Sunt er SC 29153-8786 US Page: 1 of 2
Product Nane : Tube PLN PLC 16X100mm 10.0m PLBL RD
Cat al og Nunber . 367820 Manuf act ure Date: 2024/05/01
Bat ch Number : 4142133
Expiration Date . 2026/ 04/ 30

REGULATORY COVPLI ANCE AND QUALI TY SYSTEM

BD Products sold in the US conply with the current FDA Quality System
Regul ati on 21CFR820. Medi cal devices are listed with FDA per 21CFR807.
Manuf acturing sites are registered with FDA per 21CFR807. The devi ces
satisfy FDA pre-nmarket notification requirenents per 21CFR 807.

BD products are manufactured in |1 SO 13485: certified facilities. In
addition, BD facilities are registered with the United States Food and
Drug Adm nistration (FDA) and are regul ated by the FDA's Quality System
Regul ations (@Rs). This product net BD s stringent quality standards
at the time of batch/lot rel ease.

STERI LI TY

Al'l products which are | abeled as "sterile" and rel eased for sale by BD
are certified to be sterile. For those products |labeled "sterile fluid
path", only the fluid path is sterile.

This product is sterilized via Gama irradiati on process.
Sterilization cycle devel opnent/validation is performed to 10-3 SAL in
accordance with current 1S0OL1137 gui del i nes.

QUALI TY CONTRCL TESTI NG AND RELEASE

Represent ati ve production sanples are collected and i nspected in
accordance with current applicable product specifications. Inspection
records are reviewed and signed off by qualified personnel for product
rel ease. The rel eased devices neet applicable BD product

speci fication(s).

BD Manufacturing site:

Bect on Di cki nson and Conpany
1575 Airport Road

Sunter, SC 29153, USA

Primary Sterilization Site:
Bect on Di cki nson and Conpany
1575 Airport Road

Sunter, SC 29153, USA

Legal Manufact urer:

Bect on Di cki nson and Conpany.
1 Becton Drive

Franklin Lakes, NJ 07417, USA
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Jason Appel

Qual ity Manager
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