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DECLARATION OF CONFORMITY

I, Kimberly Reed, hereby declare that the below mentioned medical device(s)
To which the declaration relates, and which bear the CE Marking, are in conformity with the
applicable requirements of EC Directive 93/42EEC as amended by 2007/47/EC.

(A) Particulars of Medical Device

Manufacturer: Water-Jel Technologies, LLC

Country of Origin: United States

Manufacturing Site: 50 Broad Street, Carlstadt, NJ 07072, USA

Risk-based Classification: |IB

Classification Rule: 4

European Authorized Representative:
Safeguard Technologies Ltd., Willow Grove, Delgany, Co Wicklow, A63 XY89, Ireland

Medical device registration number /approval code:

No Regulatory Body Approval Code/Registration Number

1 BSI 2797 CE 554803

(B) Quality Management System (QMS) certificate(s):

Conformity Assessment Body issuing the certificate: ISO 13485:2016

Certificate Number: EM 702917

Issuance Date: 07/27/2009

Expiry Date: 03/01/2025

(C) Standards Applied:
We hold:

e MDD 93/42/EEC:2007 on (Medical Device Directive) Annex Il, excluding Section 4.
¢ 1SO13485:2016 Medical devices quality management systems requirement for
regulatory purposes.

We comply with:

e 1S014971:2007 Medical devices — Application of risk management to medical
devices.

e |S011607-1:2019 Packaging for terminally sterilized medical devices- Part 1:
Requirements for materials, sterile barrier systems and packaging systems

e |SO 15223-1:2016 Medical devices. Symbols to be used with medical device
labels, labelling and information to be supplied. Part 1. General requirements
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| am responsible the information provided in this declaration. | fully understand and acknowledge
that it is an offense under section 76 of the Medical Device Act 2012 (Act 737) to make, sign, or
furnish any declaration, certificate, or other document which is untrue, inaccurate, or misleading.

Authorised Signatory:

DocuSigned by:
Kimberly Reed
CA35BB50D444.74.

Kimberly Reed
Global Director of Regulatory Affairs

Date: 9 December 2022
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Attachment 1: List of Products

Product Description Product Code Risk Classification
Dressing 5 x 15 cm, 15 pcs B0206 llb
Dressing 10 x 10 cm, 15 pcs B0404 lb
Dressing 10 x 40 cm. 7 pcs B0416 llb
Dressing 20 x 45 cm. 5 pcs B0818 b
Hand Dressing 20 x 55 cm, 5 pcs B0820 IIb
Face Mask 30 x 40 cm, 5 pcs B1216 IIb
Blankets, Burn Wrap 91 x 76 cm, 1 pc G3630P IIb
Blankets, Burn Wrap Canister 91 x 76 cm, 1 pc G3630C IIb
Blankets, Fire Blanket Plus 183 x 152 cm, 1 pc G7260P b
Blankets, Fire Blanket Plus Canister 183 x 152 cm, 1 pc G7260C b
Blanket Heat Shield Canister 244 x 183 cm, 1 pc G9672C b
Tactical Dressing 10 x 10 cm WJ10HA IIb
Tactical Dressing10 x 40 cm WJ30HA 18]
Tactical Dressing 20 x 45 cm WJI50HA b
Universal Dressing WJ70HA lb
Tactical Blankets Canister 91 x 76 cm 3630-MC lb
Tactical Blankets Pouch 183 x 152 cm 7260-MC lb
End of list
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Safeguard Medical LLC (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



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 Safeguard Medical LLC:

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: kayl@safeguardmedical.com

To advise Safeguard Medical LLC 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 kayl@safeguardmedical.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 Safeguard Medical LLC

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 kayl@safeguardmedical.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 Safeguard Medical LLC

To inform us that you no longer wish to receive future notices and disclosures in electronic
format you may:



i. 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;

ii. send us an email to kayl@safeguardmedical.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/quides/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

« Until or unless you notify Safeguard Medical LLC 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 Safeguard Medical LLC during the course of your relationship with
Safeguard Medical LLC.
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