Quanterix~ Simoa™ Human Cytokine 6-Plex Panel 1 Kit

The Science of Precision Health

Certificate of Analysis

Product Number: [REOFECIE]

Lot Number: 502088
Expiration: 28-0ct-2020

Platform(s) : HD-X and SR-X

Bead Reagent 102949 932209
Detector Reagent 102951 932210
SBG Reagent 102953 930102
Sample Diluent 102954 930108
Calibrators 102960 929405
Controls 102961 & 102962 929406 Data below represents results
RGP Reagent 103159 N/at generated on the Simoa™ HD-X

Reagents are not Kit Lot Specific
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Quanterix" Simoa™ Human Cytokine 6-Plex Panel 1 Kit

The Science of Precision Health Certificate of AnalySiS

Release Materials

IFNy
Result (pg/mL) | Mean Range (pg/mL)

929406 1.47 28=2 0

929406 41.7 385 B=E 0

927401 0.238 0.160-0.448

927703 Zallips (0] 15.4-24.8

927704 Tk ST
IL-6

Lot Result (pg/mL) Mean Range (pg/mL)

Control 1 929406 el el =G 6

929406 34.4 28.9-43.4

Panel 1 927401 4.62 S 5=51163

927703 Li=5 9.71-14.6

Panel 3 927704 46.5 33.4-52.7
IL-10

Lot Result (pg/mL) Mean Range (pg/mL)

Control 1 929406 0.813 0.694-1.20

929406 18.4 18.1=27.1
Panel 1 927401 0.622 0.492-0.776 Ranges shown
Panel 2 927703 7.55 T il gre generated
internally for
927704 24.5 23.2-34.8 new lot release

IL-12p70 only. Customer
Lot Result (pg/mL) Mean Range (pg/mL) should generate

their own
control ranges.

929406 0.913 0.804-1.21

929406 20.8 L= 4035

927401 0.201 0.168-0.280

927703 5.98 4.93-7.40

927704 2259 17.4-26.2
IL-17A

929406 0373 0.327-0.509
929406 ksl l 10.3=15.4
927401 0.132 0.093-0.200
927703 Jredae] 5.51=-8.27
927704 PaAND el =251

TNFa
929406 1.01 0.839-1.34
929406 45.7 S402=5103
927401 i 1269=2.153
927703 9.46 T22=10"8
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927704 47.7 32.1-48.2
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IFNy Calibration Curve
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IL-12p70 Calibration Curve
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IL-17A Calibration Curve
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TNFa Calibration Curve
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Quanterix Document No: FRM-0110

Form

Revision No: 04
Effective: 15 Aug 2019

Name: Kit Certificate of Analysis Review Checklist PARELLOL2
Kit Certificate of Analysis Review Checklist
Kit Name: Simoa® Human g f [uine b-ploy.  fouel | Wt
Product Number: 02 fCl Y§ |
Lot Number: So2 03’75“
Data Entered By Data Checked By
Content (Initial/Date) (Initial/Date)
TP _097an 2020 Nz 1pyan2e=c

Kit Name Accept " Reject [| N/A L] | Accept 4 Reject ] N/A L
Product Number Accept [# Reject (1 N/A T | Accept ¥ Reject I N/AT]
Lot Number Accept o Reject [] N/A[] | Accept [¥ Reject ] N/AL]
Expiration Accept & Reject [] N/A | Accept @ Reject ] N/A
Platforms Accept ¥ Reject [1 N/A L[] | Accept ¥ Reject I N/A L]
Component Names Accept & Reject | N/A L[l | Accept [¥ Reject I N/A L]
Component Part Numbers Accept ¥ Reject [1 N/A [ | Accept [/ Reject ] N/A[]
Component Lot Numbers Accept zd Reject ] N/A [ | Accept i Reject LI N/A L
SBG Diluent (for SR-X) Accept [ Reject [] N/A =d Accept [I Reject ] N/AV
Concentration

e Calibrators Accept [V Reject [] N/A[] | Accept ¥ Reject] N/AT]

e Beads (Homebrew Kits) Accept [1 Reject [] N/A /| Accept [ Reject ] N/A [V

e SBG (Homebrew Kits) Accept [ Reject ] N/A[Y| Accept[] Reject] N/AM

e Antibodies (Homebrew Kits) Accept [ Reject [] N/A | Accept [] Reject] N/AL
Control Lot Numbers Accept [/ Reject ] N/A [ | Accept @ Reject ] N/A[]
Control Ranges Accept ¥ Reject ] N/A ] | Accept ® Reject ] N/A L
Control Results Accept ¥ Reject I N/A I | Accept V' Reject ] N/A L
Panel Lot Numbers Accept (4" Reject [1 N/A ]| Accept ¥ Reject] N/AL
Panel Ranges Accept & Reject .| N/A Ll | Accept ¥ Reject ] N/AL
Panel Results Accept /' Reject I N/Al | Accept ¥ Reject ] N/AL
Calibration Curve Accept v Reject (] N/A ] | Accept ¥ Reject ] N/A [
Format/Typographical Errors Accept i Reject [] N/A [l | Accept ¥ Reject | N/A L
Data Uploaded to lJira Accept 7 Reject | N/A ] | Accept ./ Reject ] N/A[
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Quanterix

Form
Document No: FRM-0110

Name: Kit Certificate of Analysis Review Checklist

Revision No: 04
Effective: 15 Aug 2019
Page 2 of 2

Comments (Explain any N/A selections):

REVISION HISTORY

Revision Detailed Description Date Originator

1.0 Initial release. This was FRM.019. 17Dec2015 D. Rice
DCR-16-0600: Transfer documents from QMS 2.0 to

1.1 R&D vault. Archive the above docs in QMS 2.0 once 285ep2016 S. Chin
released in R&D vault.
DCR-18-0421: Changes were made to reflect updates

03 made to SOP-0093 (Creating and Reviewing Certificates | 22May2018 | S. Murugan
of Analyss). CC-17-0026
DCR-19-2081: Added row at end of table to ensure kit s

04 release data is uploaded to the Jira tracking system. AN DhHERHie

End of Document
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