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Manufacturing Statement

Date: 10/8/2025

To Whom it May Concern,

We, Manufacturer's Name hereby certifies the following:

1) Strategic Lab Partners LLC is a Limited Liability Company located at 1 Burton Hills
Blvd Ste 300E Nashville TN 37215.

2) Strategic Lab Partners LLC manufactures the following products listed below:

o PHX-MAWI-PSO01
e PHX-MAWI-STO1

e PHX-MAWI-THO1

Best regards,

@oug Lﬂ’WSU

D04781BC44B0460...

Name: Doug Kilarski

Position: coo

1 Burton Hills Blvd. | Suite 300E | Nashville, TN 37215
+1(800) 985-3422 | orders@strategiclabpartners.com | strategiclabpartners.com



‘ Opo‘ . HQ: 26055 Jefferson Ave, Murrieta, California, 92562

Plant: 2728 Loker Avenue West, Carlsbad, California, 92010

Manufacturing Statement

Date: 12/02/2025
To Whom it May Concern,
We, Copan Diagnostics, hereby certifies the following:

Copan Diagnostics is a type of manufacturing company located at
1)

COPAN Diagnostics Inc.
26055 Jefferson Ave. Murrieta,CA 92562

Copan Industries manufactures the following products listed below at
COPAN Industries Inc

central +1 787 658 0900

c/o San Antonio Industrial Park

Carr. 110 Km 28.8 - 00603 Aguadilla,
EIN 66-0896138:

* 519CS01

Best regards,

Yvonne Clark

Name: Yvonne Clark

Position: Key Account Representative
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This is to certify the Quality Management System of:

MAWI DNA TECHNOLOGIES, LLC
1252 Quarry Lane, Suite A
Pleasanton, CA 94566

has been assessed and found to be in compliance with the requirements of
ISO 13485:2016

for the following scope:

Designing, developing, and manufacturing of iISWAB-DNA, iISWAB-RNA, iSWAB Microbiome, iSWAB-Microbiome-EL,
and iISWAB-Cells buffers, collection devices, and kits that are used for biological sample collection and HemaSure
buffers and tubes for whole blood collection, along with iSPIT funnel and NextSWAB molded swab accessories.

Medical Device Code: In-Vitro Diagnostic, Parts & Service

Certificate Number: SARA-2021-CA-0272-02-B

Originally Registered:
December 15, 2021

Latest Issue:
November 29, 2024

Certification Cycle:
December 15, 2024 — December 14, 2027

Expiration Date:
December 14, 2027
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ACCREDITED

Management Systems
Certification Body
MSCB-194

President, SARA Registrar

This registration is subject to the company maintaining its system to the required standard which will be monitored annually by SARA Registrar. This certificate remains the property of Standards
American Registrations Authority (SARA Registrar) and shall be returned immediately upon request. SARA Registrar Headquarter Mailing: 18073 Santa Rjta Road, #175, Pleasanton, CA 94566



