LeptoMetrix

Syphilis Mixed Titer Panel

Part Number: KZMC002

Lot# 0709-272-00053

Donor Demographics: The syphilis positive donor plasmas used for this panel were obtained under informed consent and collected
in US FDA licensed plasma centers. Donors were untreated and asymptomatic at the time of collection.

Vendor Vendor Vendor Vendor Vendor
Member Date of Bleed HIV p24 Ag ANTI HIV Y2 HBsAg ANTI HCV RPR
Number Draw Number Test Date: 5/1999 | Test Date: 5/1999 | Test Date: 5/1999 | Test Date: 5/1999 | Test Date: 5/1999
K-ZMC002-01 | 09/18/1996 | N-10643-093 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-02 07/11/1996 N-86246-062 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-03 | 07/07/1996 | N-75357-096 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-04 07/08/1996 N-40538-063 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-05 | 09/23/1996 | N-56902-139 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-06 09/24/1996 N-55123-020 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-07 07/23/1996 | G-54655-081 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-08 08/19/1996 | G-85547-014 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-09 10/13/1996 N-44833-014 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-10 07/26/1996 N-13962-041 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-11 06/28/1996 | G-67031-036 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-12 09/11/1996 N-45745-018 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-13 10/09/1996 N-12969-079 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMCO002-14 07/26/1996 N-92228-039 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
K-ZMC002-15 08/07/1996 N-14210-108 NEGATIVE NEGATIVE NEGATIVE NEGATIVE POSITIVE
Becton Dickinson Trinity Captia Trinity Captia Fisher Sure Vue Inverness/Wampole
Member RPR IgM - S/Co 19G - S/Co RPR FTA-ABS SYPHILLIS
Number Test Date: 5/1999 Test Date: 9/2007 Test Date: 9/2007 Test Date: 9/2007 Test Date: 9/2007
K-ZMC002-01 Not Tested 0.29 2.49 POSITIVE POSITIVE
K-ZMC002-02 1:8 0.43 1.61 POSITIVE POSITIVE
K-ZMC002-03 1.2 0.50 1.35 POSITIVE POSITIVE
K-ZMC002-04 1:8 0.36 3.16 POSITIVE POSITIVE
K-ZMC002-05 Not Tested 0.36 2.95 POSITIVE POSITIVE
K-ZMC002-06 1:4 0.73 2.34 POSITIVE POSITIVE
K-ZMC002-07 1:8 1.02 3.28 POSITIVE POSITIVE
K-ZMC002-08 1.2 0.36 1.6 POSITIVE INDETERM
K-ZMC002-09 1.2 0.15 1.93 POSITIVE POSITIVE
K-ZMC002-10 Not Tested 1.24 3.7 POSITIVE POSITIVE
K-ZMC002-11 1:4 0.95 1.34 POSITIVE POSITIVE
K-ZMC002-12 Not Tested 1.17 2.27 POSITIVE POSITIVE
K-ZMC002-13 1:4 0.36 2.44 POSITIVE POSITIVE
K-ZMC002-14 Not Tested 0.95 4.54 POSITIVE POSITIVE
K-ZMC002-15 Not Tested 0.29 2.61 POSITIVE POSITIVE

This data is intended to be representative of typical test procedures and should be used for informational purposes only.
They are not intended to represent performance specifications.

Notes on Data/Panel:
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This panel is for Research Use Only. Not for use in diagnostic procedures.
Data is generated at ZeptoMetrix™ LLC and by our Laboratory Partners in the United States and Europe.

All specimens are unadulterated 4% sodium citrated plasma samples collected from a single donor in the United States.
No preservatives have been added.
These specimens are not a substitute for the positive and negative control reagents provided with licensed test kits.
The Syphilis Mixed Titer Panel is a 15 member panel consisting of vials each containing 1mL of plasma.

ZeptoMetrix LLC « 25 Kenwood Circle, Franklin, MA 02038 + Tel (508) 553-5800 ¢ Fax (508) 520-1525
This Product was manufactured in a facility which has a Quality Management System that is ISO 13485 certified.
For Customer Support, please visit www.zeptometrix.com or email zepto.customerservice@antylia.com
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Donor Demographics: The syphilis positive donor plasmas used for this panel were obtained under informed consent and collected
in US FDA licensed plasma centers. Donors were untreated and asymptomatic at the time of collection.

Fisher Sure Vue Phoenix BioTech Fugirebio Diagnostic

Member RPR Trep Sure - S/Co Serodia TPPA

Number Test Date: 1/2019 Test Date: 1/2019 Test Date: 1/2019
K-ZMC002-01 POSITIVE 3.89 POSITIVE
K-ZMC002-02 POSITIVE 3.90 POSITIVE
K-ZMC002-03 POSITIVE 3.83 POSITIVE
K-ZMC002-04 POSITIVE 3.85 POSITIVE
K-ZMC002-05 NEGATIVE 3.82 POSITIVE
K-ZMC002-06 POSITIVE 3.79 POSITIVE
K-ZMC002-07 POSITIVE 3.82 POSITIVE
K-ZMC002-08 NEGATIVE 3.89 POSITIVE
K-ZMC002-09 POSITIVE 3.76 POSITIVE
K-ZMC002-10 POSITIVE 3.76 POSITIVE
K-ZMC002-11 POSITIVE 3.82 POSITIVE
K-ZMC002-12 POSITIVE 3.83 POSITIVE
K-ZMC002-13 POSITIVE 3.83 POSITIVE
K-ZMC002-14 POSITIVE 3.86 POSITIVE
K-ZMC002-15 POSITIVE 3.40 POSITIVE

This data is intended to be representative of typical test procedures and should be used for informational purposes only.
They are not intended to represent performance specifications.

Notes on Data/Panel:
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This panel is for Research Use Only. Not for use in diagnostic procedures.

Data is generated at ZeptoMetrix™ LLC and by our Laboratory Partners in the United States and Europe.

All specimens are unadulterated 4% sodium citrated plasma samples collected from a single donor in the United States.
No preservatives have been added.
These specimens are not a substitute for the positive and negative control reagents provided with licensed test kits.

The Syphilis Mixed Titer Panel is a 15 member panel consisting of vials each containing 1mL of plasma.

ZeptoMetrix LLC « 25 Kenwood Circle, Franklin, MA 02038 + Tel (508) 553-5800 ¢ Fax (508) 520-1525
This Product was manufactured in a facility which has a Quality Management System that is ISO 13485 certified.
For Customer Support, please visit www.zeptometrix.com or email zepto.customerservice@antylia.com

Page 2 of 2

PIKZMCO002 Rev04
Effective Date: 11/23/2021



