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EU DECLARATION OF CONFORMITY (DoC)

Manufacturer: Becton Dickinson Infusion Therapy Systems Inc.,
9450 South State Street, Sandy, Utah 84070, USA

Manufacturer SRN: US-MF-000017719

Authorised Representative: Becton Dickinson Ireland Ltd.

Donore Road, Drogheda, Co. Louth
A92 YW26, Ireland

Authorised Representative SRN: IE-AR-000007610

Product: BD® Arterial Cannula

Basic UDI-DI: 038290GFYRCXIMDS

Risk Class and Rule: Class Ila, Annex VIII, Rule 7

Intended Purpose The BD® Arterial Cannula Product is intended for use only with:

* Arterial pressure monitoring

* Serial arterial blood gas determinations

Notified Body: BSI

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

Notified Body Number: 2797

We, as the manufacturer of the device(s) take sole responsibility for and hereby declare that the above-mentioned product(s)
meet(s) the provisions of the following Directives/ Regulation(s):
e Regulation (EU) 2017/745 of the European Parliament and of the Council on Medical Devices

Conformity Assessment Route:

X] ANNEX IX Chapter I and Il — Quality | EC CERTIFICATE No.: MDR 731353
management System

[] ANNEX IX Chapter II - Technical EC CERTIFICATE No.:
Documentation
[[] ANNEX X Type Examination EC CERTIFICATE No.:

] ANNEX XI Part A Production Quality | EC CERTIFICATE No.:
Assurance

[] ANNEX XI Part B Product Verification | EC CERTIFICATE No.:

[] ANNEX II & III Technical N/A
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Number: Title: Full or Partial Application: <Justification>
<Version/Y ear>
N/A N/A N/A
Devices Covered by this DoC:
SKU# Device Name Device Class
682245 BD® Arterial Cannula Class Ila
Authorised Signatory:

Name & Title:

Christopher Rogers, VP Regulatory Affairs

On behalf of:

Becton Dickinson Infusion Therapy Systems Inc.

Place of Issue:

Becton Dickinson Infusion Therapy Systems Inc.
9450 South State Street
Sandy, Utah 84070 USA

Date of Issue:

2025-11-10

Signature:

Signed by

(lristepler Rogrs
O Signer Name: Christopher Rogers

Signing Reason: | approve this document
Signing Time: 13-Nov-2025 | 7:05:27 AM PST

ADFRNC7NA3AAEDNRAISRE, E41E6

DECLARATION OF CONFORMITY Revision History:

Version:

Detailed Change Description:

A Original Release

use of medical devices

B Correct conformity assessment route (removing MDR certificate and unselecting Annex IX
Chapter II). Remove references to Regulation (EU) 207/2012 on electronic instructions for

DoC.

C STED Periodic Review (2025):
* Updated to new STED Template GFM-10128EE. No changes to the content of

THIS SUBJECT MATTER IS RESTRICTED SOLELY FOR THE USE OF BECTON DICKINSON AND COMPANY AND ITS SUBSIDIARIES

Document: PIV-STED-008-DOC
Valid From: 18-Nov-2025 To: 31-Dec-9999

Print Date: 19-Nov-2025 08:54:17 GMT Standard Time

Doc Type: ZRF Status: Released EFFECTIVE
Doc Part: EN Revision: N/A Change #: N/A
Usage: Production Usage Version: C

Classification: Confidential



Certificate Of Completion

Envelope Id: EC1B94A6-3442-4158-AD73-63851E03EA76
Subject: Complete with Docusign: PIV-STED-008-DOC_Rev._C.pdf

Source Envelope:

Document Pages: 2

Certificate Pages: 5

AutoNav: Enabled

Envelopeld Stamping: Disabled

Signatures: 1
Initials: O

Time Zone: (UTC-08:00) Pacific Time (US & Canada)

Record Tracking

Status: Original
11/9/2025 9:29:15 PM

Signer Events

Christopher Rogers
Christopher.Rogers2@bd.com
VP Regulatory Affairs

Security Level: Email, Account Authentication
(Required)

Electronic Record and Signature Disclosure:

Accepted: 10/30/2023 11:08:51 AM

ID: fd6a20fb-6d76-4978-bb25-98f4f102aa40

In Person Signer Events
Editor Delivery Events
Agent Delivery Events
Intermediary Delivery Events
Certified Delivery Events
Carbon Copy Events
Witness Events

Notary Events

Envelope Summary Events
Envelope Sent

Certified Delivered

Signing Complete

Completed

Payment Events

Holder: Sudarsan Subramanian Nagendran
Sudarsan.S.N@bd.com

Signature
(luristoplur Kogurs

Signature Adoption: Pre-selected Style
Signature ID:

36DFBDC7-D93A-4EDD-8A95-BFA0996E41F6

Using IP Address: 204.193.36.3

With Signing Authentication via Docusign password

With Signing Reasons (on each tab):
| approve this document

Signature
Status
Status
Status
Status
Status
Signature
Signature

Status

Hashed/Encrypted
Security Checked
Security Checked
Security Checked

Status

D docusign

Status: Completed

Envelope Originator:

Sudarsan Subramanian Nagendran
1 Becton Drive

Franklin Lakes, NJ 07417
Sudarsan.S.N@bd.com

IP Address: 204.193.32.252

Location: DocuSign

Timestamp

Sent: 11/9/2025 9:32:15 PM
Viewed: 11/13/2025 7:05:15 AM
Signed: 11/13/2025 7:05:47 AM

Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp
Timestamp

Timestamps
11/9/2025 9:32:15 PM
11/13/2025 7:05:15 AM
11/13/2025 7:05:47 AM
11/13/2025 7:05:47 AM

Timestamps

Document: PIV-STED-008-DOC Doc Type: ZRF Status: Released EFFECTIVE
Valid From: 18-Nov-2025 To: 31-Dec-9999 Doc Part: EN Revision: N/A Change #: N/A
Print Date: 19-Nov-2025 08:54:17 GMT Standard Time Usage: Production Usage Version: C Classification: Confidential



Electronic Record and Signature Disclosure

Document: PIV-STED-008-DOC Doc Type: ZRF Status: Released EFFECTIVE
Valid From: 18-Nov-2025 To: 31-Dec-9999 Doc Part: EN Revision: N/A Change #: N/A
Print Date: 19-Nov-2025 08:54:17 GMT Standard Time Usage: Production Usage Version: C Classification: Confidential



Electronic Record and Signature Disclosure created on: 10/25/2023 6:44:37 PM
Parties agreed to: Christopher Rogers

ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Becton Dickinson - Quality/Regulatory Affairs (P11) (we, us or Company)
may be required by law to provide to you certain written notices or disclosures. Described below
are the terms and conditions for providing to you such notices and disclosures electronically
through the DocuSign system. Please read the information below carefully and thoroughly, and if
you can access this information electronically to your satisfaction and agree to this Electronic
Record and Signature Disclosure (ERSD), please confirm your agreement by selecting the
check-box next to ‘I agree to use electronic records and signatures’ before clicking

‘CONTINUE’ within the DocuSign system.

Getting paper copies

At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. You will have the ability to download and print documents we send
to you through the DocuSign system during and immediately after the signing session and, if you
elect to create a DocuSign account, you may access the documents for a limited period of time
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to
send you paper copies of any such documents from our office to you, you will be charged a
$0.00 per-page fee. You may request delivery of such paper copies from us by following the
procedure described below.

Withdrawing your consent

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below.

Consequences of changing your mind

If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to
receive required notices and consents electronically from us or to sign electronically documents
from us.

All notices and disclosures will be sent to you electronically
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Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through the DocuSign system all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or made
available to you during the course of our relationship with you. To reduce the chance of you
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.

How to contact Becton Dickinson - Quality/Regulatory Affairs (P11):

You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:

To contact us by email send messages to: leonardo_m_hoto@bd.com

To advise Becton Dickinson - Quality/Regulatory Affairs (P11) of your new email address

To let us know of a change in your email address where we should send notices and disclosures
electronically to you, you must send an email message to us at leonardo_m_hoto@bd.com and in
the body of such request you must state: your previous email address, your new email

address. We do not require any other information from you to change your email address.

If you created a DocuSign account, you may update it with your new email address through your
account preferences.

To request paper copies from Becton Dickinson - Quality/Regulatory Affairs (P11)

To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an email to leonardo_m_hoto@bd.com and in the
body of such request you must state your email address, full name, mailing address, and
telephone number. We will bill you for any fees at that time, if any.

To withdraw your consent with Becton Dickinson - Quality/Regulatory Affairs (P11)

To inform us that you no longer wish to receive future notices and disclosures in electronic
format you may:
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1. decline to sign a document from within your signing session, and on the subsequent page,
select the check-box indicating you wish to withdraw your consent, or you may;

i1. send us an email to leonardo_m_hoto@bd.com and in the body of such request you must state
your email, full name, mailing address, and telephone number. We do not need any other
information from you to withdraw consent.. The consequences of your withdrawing consent for
online documents will be that transactions may take a longer time to process..

Required hardware and software
The minimum system requirements for using the DocuSign system may change over time. The

current system requirements are found here: https://support.docusign.com/guides/signer-guide-
signing-system-requirements.

Acknowledging your access and consent to receive and sign documents electronically

To confirm to us that you can access this information electronically, which will be similar to
other electronic notices and disclosures that we will provide to you, please confirm that you have
read this ERSD, and (i) that you are able to print on paper or electronically save this ERSD for
your future reference and access; or (ii) that you are able to email this ERSD to an email address
where you will be able to print on paper or save it for your future reference and access. Further,
if you consent to receiving notices and disclosures exclusively in electronic format as described
herein, then select the check-box next to ‘I agree to use electronic records and signatures’ before
clicking ‘CONTINUE’ within the DocuSign system.

By selecting the check-box next to ‘I agree to use electronic records and signatures’, you confirm
that:

e You can access and read this Electronic Record and Signature Disclosure; and

e You can print on paper this Electronic Record and Signature Disclosure, or save or send
this Electronic Record and Disclosure to a location where you can print it, for future
reference and access; and

e Until or unless you notify Becton Dickinson - Quality/Regulatory Affairs (P11) as
described above, you consent to receive exclusively through electronic means all notices,
disclosures, authorizations, acknowledgements, and other documents that are required to
be provided or made available to you by Becton Dickinson - Quality/Regulatory Affairs
(P11) during the course of your relationship with Becton Dickinson - Quality/Regulatory

Affairs (P11).
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