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Use of Form: Only the Manufacturing and Quality Control groups are required to complete all documentation on
form, following instructions in steps 4-6 for operation type. Other groups (i.e., Accelerator, AD, ATS) can strike
through with N/A and initial date for the ‘Verified By’ fields and/or any sections of this form that do not apply in
your functional area.

1. Component or Kit Information

Performed By: Verified By:
(Mfg) Initial/Date | (Mfg) Initial/Date
Component Name: Hemebeww God Difveat (SOOMLL Y
Part Number: TS
o362 A PP
i (“W 202\
Lot Number: (VO ,7,114‘7 202 |
Expiration Date: i 4,0."202_16)
Storage Temperature: 2+:2C
Number of labels requested: Vils
Performed By: Verified By:
(Mfg) Initial/Date | (Mfg) Initial/Date
mG
Number of Labels Printed: ZO 7 . Pep
17/”:‘\If 20 2\ VIO 2681

2. Label Inspection, completed by Verifier (Mfg)

2.1.Verifier attach label below, initial and date label

101362
110119
¢J 11-Apr-2022

Simoa Homebrew Bead Diluent (500 mL)

A"

a Quanterix Corp.

LBL-181-60 Rev 2.0

For Research Use Only

Pop imay 202t

FRM-0108
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Uncontrolled copy. Please check MasterControl Documents to ensure you have current version.
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2.2. Label accuracy verification (Mfg):
Performed By: | - Veri
- (Mfg) Initial/Date | (Mfg) In
Print Quality - HPass O Fail
ltem# fass O Fail O N/A me pee
—— it~ 2020
Lot# HPass O Fail O N/A 17’7%\\'7,024
. ExPiratiqli D‘ate.i» & Pass O Fail [ N/A
Storage Tem @pass O Fail O N/A

Barcode Check& cal

O Pass

O Fail

2N/A

- Print Name

_ 1 Signature

Performed By: | - Verified B
(Mfg) Initial/Date | (Mfg) Initial/Date:
Area clear of unf lated material T Fes 0 No MG oe0
Material lot #, p k & labels match
Rt s lainbl e E(Yes 0 Neo l-lm"\-lzyu i 202 )
Work area clean and: i o
clearofdebris .. = Yes U No

4. Filling Line Clearance (v appropriate box)

4.1. Manufacturing Operators; N/A the tables in this section if the data is captured in the
appropriate WI. If performing a Kitting operation, N/A this section and proceed to step 6.

Performed By:

(Mfg) Initial/Date | (Mfg) Initial/Date

Verified By: .

Uncontrolled copy. Please check MasterControl Documents to ensure you have current version.

Area clear of unrelated material A Yes O No
, ' MG PeP
Material & Paperwork match A VYes O No
Tvauy 202y
Work area clean and clear of debris & Yes O No l7ML“17’01\
Equipment within calibration A Ves 0O No
FRM-0108 Quanterix Confidential
Release



Printed on: 17 May 2021, 01:07:53 pm; Printed by: MGILDNER.

Form

Revision No: 08

Quan’[er |X | Document No: FRM-0108 Effective: 11 Jun 2019

Name: Component Labeling and Filling Record Page 3 of 6

5. Filling Bulk Solution into Reagent Bottles

5.1. Manufacturing Operators; N/A the tables in this section if the data is captured in the
appropriate WI. If performing a kitting operation N/A this section and proceed to step 6.

5.2. Calculate the top and bottom of the fill range in the Fill Volume Range Calculation table
below.

5.3. For the following steps, record data in the Weight Check Calculation table below:

5.3.1. Record serial number of the bottle used for weight check if applicable, if not then
identify the bottle with a number.

NOTE: If the total number of bottles is less than 300, identify 3 bottles for weight

verification check. If the total number of bottles is greater than 300, use 5 bottles for we

verification. The bottles should be from the beginning, middle, and end of the filling

episode. If 3 bottles are used for verification, then record N/A for Middle Bottle 2 and 3.

5.3.2. Record the tare weight of each weight verification bottle with a cap.

5.3.3. Fillthe bulk into the labeled reagent bottles then cap. Verify the fill weight of each
weight verification bottle throughout the filling event.

5.3.4. Once a weight verification bottle is filled, pause the filling event to weigh the sample
to ensure it is in the specific range.

NOTE: If bottle passes specified range continue the filling process. If bottle fails the spec

range, stop the filling process and contact immediate supervisor.
5.3.5. To convert target fill and target range into grams, calculate conversion as 1:1 ratio.

Table: Fill Volume Range Calculation

Vial/Bottle Size | OO 4 L Target Fill S0O0g Filling Equipment | N / A

Top of range 2%

FRM-0108

Target Fill Factor 2% of Top range
SO0 X| 002 |-= /0
Target Fill 2% of Top range Top of range
SO0 o = 10 g = <10 ¢
Bottom of range 2%
Target Fill Factor 2% of Bottom range
<00 q X 002" = \O ¢
Target Fill 2% of Bottom range Bottom of Range
S00 g - 104 £ 44904
Performed By: Verified By:
(Mfg) Initial/Date | NG \—HY\W-'] 202 \ (Mmfg) Initial/Date | PRQ 1 o x 202\
' J
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Table: Weight Check Calculation
Bottle ' o . o Net Weight Meets

Number Gross weight Tar‘ey Welght Net ngglélt Target Range TargetRange
Beginning Bottle { SIS\ 6. 1 g |So1.Y HPass O Fail
Middle Bottle 1 3 6.2 | 1.5 g |sve.T yao-s104 Erpass O Fail
Middle Bottle 2 N/A /_/" O Pass

//

Middle Bottle 3 / Opass 0O Fai
End Bottle s $74.3 (97 .5’3 S06 § AT Pass [Fa
Performed By \ Verfied By, -
(Mfg) Initial/Date: Mo 11Meqzo2 (Mfg) Initial/Date: gg/ 7/”0*‘/ 202 l

6. Kitting: Line Clearance (Quality Control)

le

6.1. If performing a reagent filling operation N/A this section and proceed to step 7.

Performed by (QC):
Initi ate

Item # verified

O Pass O Fail O N/A ' MGl'I/Vlc“,

Lot # verified :

J Pass /Eliaﬂ/D N/A

Verified #. of Reagents equal to # of Kits

/m

to be built: 1 O Fail D N/A
Verified correct kittw O Pass O Fail O N/A
Verified corr of accessories (ie: .
i ards, bottles, labels): D) Pass D Fail 0 N/A
FRM-0108 Quanterix Confidential
Release
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7. Label Accountability
Quantity; (nzf;)f?;:?;?/ :::te (Mf\é?'}irfnii:iil?fgate

o I:;: :::mber of Bottles/Kits @ 2 S
B | Total number of Labels on Form: \ ) E’E
C | Total number of Labels (A+B): | 6 Me /7',1/{,;4,/’&0‘24
D | Number of Labels Requested: 20 { 7/}%“720?—(
E | Calculate difference (D-C): Lf
F | Number of Labels Destroyed: Lf
G | Calculate Label Reconciliation (F-E): : 6

Label Accountability

Verified by

(Quality Control):—

Print name

Signature

| NA
MG 17 Mey202,

eﬁehased

8. Final Document Review Signatures
Print name Signature Date
N
Reviewed by ,\ : ,k/L/\ L / .

it

M

QA Reviewed By

L ndi f ]

dA
%W l&l%z?\ (XW \

e

.
F

i

0

/
,
]

itk

’ |
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9. REVISION HISTORY

Detailed Description , i Originator
"Ini‘tiély Release. Created new doc nhumber FRM-100-0035 that réplaces
10 | FRM.009. (Doc number follows convention FRM-NNN-NNNN.) 300ct2015 K. Lerma
11 Add spe.cnflc gravity calculation to convert from mL to grams. 18Dec2015 K. Lerma
Formatting.
DCR-16-0598: Transfer documents from QMS 2.0 to R&D vault. Archive .
12 the document in QMS 2.0 once released in R&D. 285ep2016 5. Chig
03 DCR-16-1219: Update header and footer format from M-Files to 16Nov2016
MasterControl
04 PC3-18-0218: Add Line Clearance to improve the accuracy of the 08Feb2018
kitting process.
05 DFR-18-0363: Delete step header, unnecessary header causing issues 16Mar2018
with use of n/a box.
06 DCR-19-0803: Created new signature section (8) 21Feb2019
07 DCR-19-1111: Change vault so that a PDF will generate after release. 04Apr2019
08 DCR-19-1233: Ft?rrr}z?ttlng changes for improved GDP. Specified Mfg 25Apr2019
and QC responsibilities.
End of Document
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Simoa Homebrew Bead Diluent (500mL)

Quanterix u
Certificate of Test

The Science of Precision Health

Product Number: 101362
Lot Number: 110119
Expiration: 11-Apr-2022

Storage: Z2—8FC

Laboratory Analysis

pH Measurement PASS
5 Goel
Review/Approval 5 lA kel 7DC C\ C MC(W 4 qt’ - «g[/bw i 60‘6 ’ ;1 L{ Mﬁ L/ Z)Z/
Name Title Y Signature/Date

©2020 Quanterix Corp. Simoa® is a registered trademark of Quanterix Corp.

Quanterix Corporation X s
900 Middlesex Turnpike, Building 1, Billerica, MA 01821 For research vse only. Not for use in diagnostic procedures
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