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Name: Homebrew Bead Filling Record PAEE'L Bf 14
1. LOT INFORMATION
Check One:
_ [J Item 103206: Homebrew Carboxylated Beads, 1.5 mL (779)
Item Number: Item [J Item 103207: Homebrew Carboxylated Beads, 5 mL (779)
Description [ Item 103208: Homebrew Helper Bead Vial (1.5 mL)
. [ Item 103611: Homebrew Carboxylated Beads, 1.5 mL
[J Item 103612: Homebrew Carboxylated Beads, 5 mL
Lot Number [GRESRIRY
Expiration Date
(From Source Lot) 0 Jan 903\

1.1. Have all lot information verified prior to labeling.

e _PrintName 3 __ Signature e Date
Performed By .
| hooad Cohoeng uanpod Q‘i‘\&l\o&-‘-\%’ 17 Jul 800
Print Name : ~ Signature Date
Reviewed By ‘ N . -
(o S5O oAt (1Jvho 1o
2. PURPOSE
2. This form is used to record the required information for Bead filling operations.
3. REFERENCES
~ Document Number | Document Title
SOP-0049 Manual Filling Operation
SOP-0081 Multisizer Procedure for Bead Analysis
4, SAFETY AND ENVIRONMENTAL INFORMATION

4.1, Waste Handling and Disposal

4.1.1 Solutions containing chemical and biological substances must be
decontaminated according to the Chemical Hygiene Plan and Biosafety Manual
prior to disposal.
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5. EQUIPMENT
- EquipmentID ' Calibration Due Date
? PLOATBR 21 Ok 2020
Pipette(s). = = | iemgamy 30 Sep 300
; VoK @011 31 Jan 202
THR19% 0 Srp WA
Mixer NTX=Y1, SNK-1L NIR, NI
Balanze ‘ | e 31 May 3020
6. MATERIALS
6.1. Enter the information for the source item lot number per the table (below) and the G B
component number being filled as part of this form. N/A any unused rows.
Check| @ Component Being Filled: Source Component: Source Item
One Item # and Description ' Item # and Description Lot #
] Item 103206, Section 7: Item 103205: |
Homebrew Carboxylated Beads, 1.5 mL (779) | Bead, Lodestar Aliquoted — 779 /LQQ Ee
] |ttem 103207, Section 8: Item 103205: Wt §
Homebrew Carboxylated Beads, 5 mL (779) | Bead, Lodestar Aliquoted — 779 o
[ |ltem 103208, Section 9: Item 103449: s
Homebrew Helper Bead Vial (1.5 mL) Helper Bead Concentrate, — 673/307 X &t &
N ltem 103611, Section : Item 103609: o )
Homebrew Carboxylated Beads, 1.5 mL Bead, Lodestar Aliquoted, -0322 P s
] [tem 103612, Section : Item 103609: X a b
Homebrew Carboxylated Beads, 5 mL Bead, Lodestar Aliquoted, -0322 ot
NOTE: Proceed to complete appropriate Section based on item. N/A all unused Sections.
Description & e EeaE - Item #
Bottle, 4 mL, Amber, PP 100444
Closure, 4mL, White, PP 103086
Bottle and Cap, 8 mL, Clear 101394
FRM-0081 Quanterix Confidential
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7. PROCEDURE - ITEM 103206 — HOMEBREW CARBOXYLATED BEADS, 1.5 mL (779) R
.\!_‘- fy it \:')'\_\

7.1, Obtain source lot for aliquot. ; al (LSS

Description Item # Lot # _Expiration Date

Bead, Lodestar Aliquoted — 779 103205
1.2, Mix the source lot on a rotational mixer per SOP- 0032 Af‘ter mix time range has been
met, stop the mixer per SOP-0032. 2
-
Mix Start Time Mix Time Range " Mix End Time Total Mix Time

AM/PM >30 minutes

AM/PM

7.

—
3. Measure the concentratio/n..of the source lot per SOP-0081.

Uncontrolled copy. Check MasterControl to ensure you have the latest revision.

Bead C_qncentration beads/mL
7.4, Obtain vial(s)/labels for filling. :
Description” : Item # Lot # Expiration Date
__ Vial, 2mL, Clear, PP, Sterile 100442 N/A N/AT
Closure, 2mLClear HDPE, Sterile| 100443 N/A N/A
Labél, Blank, 2mL Vial 100371 N/A _N/A
-
5
//
rd
FRM-0081 Quanterix Confidential
Release
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7.5.  Prepare the area for filling per SOP-0049. \‘\\1";;@4\-1 §uNa030
Area Clear of Unrelated Material and Work Area Clean and Equipm@tﬁvithin
Material Paperwork Match Clear of Debris _ Calibration
O O O L
. Print Name Signature = 2% Date
Performed By g
r//
7.6. Have filling preparation verified, per SOP-0049, prior toBm'teeding.
Area Clear of Unrelated Materialand | Work Area Clean and Equipment Within
Material Paperwork Match - Clear of Debris Calibration
O O O O
Print Name / Signature Date
Verified By
7.7.  Fill bulk solution into vial % SOP-0049.
Ta.rget: 19g Beginning Vial /iﬁiddle Vial 1 Middle Vial 2 Middle Vial 3 End Vial
Net Weight g g 8 B8 ‘gié B,
Rounded g g g 5
Net Weight ——6& —— —— e e i
Acceptable 5 :
.8=2, 1.8-2.0 1.8-20g | 18-20 1.8-2.0
Range / 18720 W RRElE B atEel s B e B et %
Accep;arée O pass [Fail | OPass [JFail | OPass [JFail | (JPass [JFail | [IPass [IFail.|
_ Print Name _ Signature Date
erformed By
7.8. Proceed to Section 12.
FRM-0081 Quanterix Confidential
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8. PROCEDURE - ITEM 103207 — HOMEBREW CARBOXYLATED BEADS, 5 mL (779) N A~
- 2920
8.1.  Obtain source lot for aliquot. /A B
Description -  ltem# - lotH | Expiration Date

Bead, Lodestar Aliquoted ~779 | 103205

8.2. Mix the source lot on a rotational mixer per SOP-8032. After mix time range has been
met, stop the mixer per SOP-0032.

Mix Start Time : MixTime_Bange/ Mix End Time | Total Mix Time
AM/PM |  >30minufes AM/PM Cmin |

Bead Concentration beads/mL
8.4, /Ob’é\ bottle(s)/labels for filling.
: D/escription mEadi ltemidlln s e Lot e Expiration Date
Bottle and Cap, 8 mL, Clear 1013948 T S N/A : N/A L
_Aabel, 4mL Vial Matte finish_ | 103092 | =~~~ N/A RN
FRM-0081 Quanterix Confidential
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8.5.  Prepare the area for filling per SOP-0049. \\‘;‘:P‘,\{( e e
Area Clear of Unrelated Material and Work Area Clean and ~ Equipment Within
Material Paperwork Match _ Clear of Debris Calibration
O O O /0
- - _Print Name Signature 55 Date
Performed By
8.6. Have filling preparation verified, per SOP-0049, prior to pr}oeéing.
Area Clear of Unrelated Material and Work Area €lean and Equipment Within
Material Paperwork Match - Clearof Debris ' Calibration
O O O O
. ' = ~__ Print Name = /;:Signature Date
Verified By
87.  Fill bulk solution into bottB(ﬁp/a SOP-0049.
| Beginning Bottle /Mﬁdte Bottle1 | Middle Bottle 2 | Middle Bottle 3 End Bottle | :
Target: 5.1g .
Net Weight g g g g 8
Rounded ‘fi-g »
Net Weight ——6& -——6& -——B8 R — ——
Acceptable / SR it e R o
; ' .0-5. .0-5.2 .0-5.2 5.0-5.2g - 5.0-5.2p
Range o 5.0 52-8 5.0-5.2¢g 5 52¢g g g
A_c_:cept_age( | Opass OFail | OPass [JFail | OJPass [ Fail | O0Pass [Fail | [IPass [ Fail
== Print Name Signature Date.
Performed By
/ 8.8. Proceed to Section 12.
FRM-0081 Quanterix Confidential
Release
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PROCEDURE - ITEM 103208 — HOMEBREW HELPER BEAD VIAL (1.5 mL)

9.
9.1. Obtain source lot for aliquot.
Description Item # Lot # Expiration Date
- Helper Bead Concentrate, -
1\ Q VO C ~ 0
673/307 ].-03449 0\q109 0Q Jan 202\
9.2. Mix the source lot on a rotational mixer per SOP-0032. After mix time range has been
met, stop the mixer per SOP-0032.
Mix Start Time ‘Mix Time Range Mix End Time Total Mix Time
7-4% @M/PM | 230 minutes 420 AMYPM e min
9.3. Measure the concentration of the source lot per SOP-0081.
‘Bead Concentration VL ASE e AeR beads/mL
9.4, Obtain bottle(s)/labels for filling.
Description item# otz i ~ Expiration Date
__ Bottle,4mL, Amber, PP | 100444 S NAE _N/A
Closure, 4mL, White, PP 103086 - N/A N/A
~ Label, 4mL Vial Matte finish | 103092 . N/A N/A

Quanterix Confidential
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9.5. Prepare the area for filling per SOP-0049.
Area Clear of Unrelated -~ Material and Work Area Clean and Equipment Within
Material Paperwork Match Clear of Debris Calibration
e g =g & &
_ Print Name Signature Date
- Performed By
: Rotaad Chkh oeng P\WW.J‘\\ QN\,W_W} 1 Jut 2090
9.6. Have filling preparation verified, per SOP-0049, prior to proceeding.
Area Clear of Unrelated | Material and Work Area Clean and Equipment Within
. Materigl =~ _Paperwork Match ~ Clear of Debris Calibration
Print Name : Signature Date
Verified By o ) . \ o ]
R Couvni usSo Cov T T~ | NTUIBVO
9.7. Fill bulk solution into bottle(s) per SOP-0049.
: Beginning Bottle | Middle Bottle1 | Middle Bottle 2 | Middle Bottl End Bottle = |* {fé
Target:1.9g \ o o g 1
& = = ‘ § ;-"
NetWeight | | 902 g| 1. %17 & 8 %w@a el V337 #AI R
Rounded W
e I 5B : . .3 L gl
Net Weight | ' ~———B b2 b8 —7A/ ——8| \ -2 el
Acceptable ; . / - .y
= 8-2. i .8-2.0 E 1.8~<2.0 1.8-2.0 1.8-2.0 RN
Acceptance  Pass O Fail | @Pass [ Fail Pass [JFail | () Pass [ Fail | M Pass [ Fail. |
. ' Print Name '  Signature Date .
B "
PerforT_ed Y oo Q_r‘\\"\.DL’,n'Y% pm*vpmk QN\MJ\Q} 17 Ju 020

9.8. Proceed to Section 12.

FRM-0081
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10. PROCEDURE - ITEM 103611 - HOMEBREW CARBOXYLATED BEADS, 1.5 mL
f\
10.1.  Obtain source lot for aliquot. N sy Jula0al
Description Item # Lot # E,x.piﬁtion Date

Bead, .L'odest_:ar Aliquoted, -0322 103609 //

10.2.  Mix the source lot on a rotational mixer per SOP-0032. After mix'time range has been

met, stop the mixer per SOP-0032.
Mix Start Time Mix Time Range MixEnd Time Total Mix Time
AM/PM > 30 minutes AM/PM Cmin |
=

10.3. Measure the concentration Mce lot per SOP-0081.

:Bead_anceptration: : beads/mL
10.4. Obtain vial(s}/labels for filling. :
. ~ Description ~ ltem# Lot # Expiration Date
__Vial, 2mL, Cledr, PP, Sterile | 100442 N/A EN/AE
Closure, ;mi./c'lear HDPE, Sterile| 100443 - N/A N/A
__kabel, Blank, 2mL Vial 100371 N/A N/AG
FRM-0081 Quanterix Confidential
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10.5.  Prepare the area for filling per SOP-0049,
Area Clear of Unrelated Material and Work Area Clean and Equipment Within
Material Paperwork Match Clear of Debris Calibration
O O O L]
Print N\ame ~ Signature Day{ -
Performed By
10.6. Have filling preparation verified, per SOP-0049, prior to proceeding. /
Area Clear of Unrelated Material and  Work Area Clean and quipment Within
Material Paperwork Match Clear of Debris Calibration
0 O O # O
Print Name Signature / Date
Verified By
10.7.  Fill bulk solution into vial(s) per SOP-0049, /

; = Beginning Vial Middle Vial 1 Middl€ Vial 2 Middle Vial 3 End Vial
Target: 1.9 g ‘
Net Weight g /g// g g g
Rounded
Net Weight ——6 7/_g .__g — ——5
Acceptable 1.8-2.0¢g '/14T 20g 1.8-2.0g 1.8-2.0¢g 1.8-2.0g
Range i ar i et T i o - ; a i
Acceptance Oprass [ F}il/ (O Pass [JFail | O Pass [ Fail | OJPass [OFail | (JPass [JFail |

. . _Print Name ' _ Signature Date
Performed By
10.8. roceed to Section 12.
FRM-0081 Quanterix Confidential
Release
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11. PROCEDURE - ITEM 103612 — HOMEBREW CARBOXYLATED BEADS, 5 mL N (B &
11.1.  Obtain source lot for aliquot. e 1w a0
~ Description . ltem# . - ot e Expiration Date
Bead, Lodestar Aliquoted, -0322 103609
11.2.  Mix the source lot on a rotational mixer per -0032. After mix time range has been
met, stop the mixer per SOP-0032.
Mix Start Time Mix Time Rapgt.( : Mix End Time Total Mix Time

AM/PM | aao);dﬁes AM/PM min| -

11.3. Measure the cyzm/tration of the source lot per SOP-0081.

Bead Con:central_ltion/.- beads/mL
11.4./5tﬁn bottle(s)/labels for filling.

Zhescription. - Eiitems [ e Lot # Expiration Date
Bottle and Cap, 8 mL, Clear 101394 . . _N/A . N/A
_Aabel, 4mL Vial Mattefinish | 103092 | = N/A : ~ N/A

FRM-0081 Quanterix Confidential
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11.5. Prepare the area for filling per SOP-0049.
Area Clear of Unrelated | - Material and Work Area Clean and - Equipme ithin
Material Paperwork Match Clear of Debris ibration
O O O O
Print Name Signature : / Date
Performed By
11.6. Have filling preparation verified, per SOP-0045, priy/{o/proceeding.
Area Clear of Unrelated Material and - Work Area Clean and Equipment Within
Material Paperwork Match Clear of Debris Calibration
O O O L]
: : Print Name A Signature Date
Ver_ified By
11.7.  Fill bulk solution into bottle(s) per SOP-0049,

- Beginning Bot Middle Bottle 1 | Middle Bottle 2 | Middle Bottle 3 End Bottle
Target:5.1g
Net Weight / g g g g g
Rounded u
Net Weight ——& ——8 e ——8 S ‘
Acce"-taby = 50-57¢ 50-52g 5.0-52g 5052 | i 50-57g |
Range : . : _
Agpgp/%ce“_ [ Pass [ Fail | OPass [Fail | OPass [ Fail | [0 Pass [JFail | (JPass [ Fail: |«

£ Print Name ' Signature Date ;

erformed By
11.8. Proceed to Section 12.
FRM-0081 Quanterix Confidential
Release
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12. PROCEDURE - STORAGE

12.1. Document number of bottle(s) filled.
Bottle(s) Filled
L ea
12.2.

Store filled bottle(s) at 2-8°C. Record storage location and calibration due date.
Storage Location

‘Storage Location Calibration Due Date
CAM-02% goh (Y\C\\i LEDA
e - - Print Name _ Signature Date
Ectformec By Aazgacl tha@a%_ Vm’-?o“ad Qi«.ﬁwe,n%_ 17 Ju( 02O
13. DOCUMENT APPROVAL
Approved By Print N\ame Signature Date
5 ; sl A - ] — 7 0
Mapufacturine ?Q )2 Mon D”\(\,\'n Y / w—r 20 Yl 1t
auaityssrance | | vl U [ AWl
~J i T

2 f@m P

FRM-0081
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14. REVISION HISTORY

Revision

Detailed Description

Date

Originator

01

Initial Release

07Jan2016

B. Flaherty

02

DCR-16-1150:
The fill range for part # 100451 was changed from “1.8 —2.0 g" to
“1.5-1.7g" to accurately reflect the fill range of this product.

18Jan2017

R. Fregeolle

03

DCR-18-0474: Update to new HB part numbers.

07May2018

B. Pink

04

DCR-19-2110:

Hard code all item numbers with their description.

Add new item number 103449 (Helper bead concentrate) as a source
item.

Add field to input source item and lot numbers.

31Jul2019

D. Ahujaigssjsmgs

05

DCR-19-2176:

Updated Section 1 flow for operator clarity

Added calibration due date to Section 5

Updated Section 6 to list sequentially based on item # being filled
Separated each fill operation into separate section for ease of use
Added space for approval signatures

07Jan2020

D. Sorel

06

DCR-20-0482:

Section 1, updated to align with template

Section 3, added reference to SOP-0081

Section 6, removed Multiplex Homebrew Beads from scope

Section 7, 8 & 9, added requirement to record concentration; added
requirement to perform filling line clearance

20Feb2020

E. Ferrell
D. Sorel

07

DCR-20-0512 (admin):

Updated item # and description for bottle/caps used for item #
103208

Added label item # and description

25Feb2020

08

DCR-20-0571:
Added item # (103611, 103612, 103609) and description of
homebrew carboxylated beads per CC-20-0001

09Mar2020

D. Sarel -

FRM-0081

End of Document
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Name: Component Labeling and Filling Record Page 1 of 6

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: : Home lorews Halper Brad, 1%Ll
Part Number: = VEHRA0R ’7?)
: Qac bf 1
Lot Number: Ova ' \TRY)
Caadl 1T dul 2020 \}?\M\
Expiration Date: - 0O9q Jan 202l
Storage Temperature: -3¢
Number of labels req'_l;'ésted: 0

Performed By: Verified By:
(Mfg) Initial/Date | (Mfg) Initial/Date

a5 " :

1T JulQoa0 \}‘ﬁu\lﬂio

Number of Labels Prir__nt_ed_: 20

2. Label Inspection, completed by Verifier (Mfg)

2.1. Verifier attach label below, initial and date label

UL
o R A00

mL

Homebrew Helper Bead VialA~ ) -
onc: 1.25 x10° beads/mL Homebrew Helper Bead Vial 1.

e a
H?LFI 103208 2.,{ Conc: 1,25 x10° beads/mL

[ot] 103208 o S“a”‘e”' REr] 103208 .8 i
e orp = .
o 09 oT] 019111 d Corp
fopAfsearch Use Oniv  LBL-le*-220Rev 2 0 g 09-Jan-2021

For Research Use Onlv LBL-181-220 Rev 2 Qe

(3‘.;/’7 , \ ?ﬂqh.l\1lns\ﬂ¢? P Sai, 1 O VW . (\_-—-L."
2C 11Jul 0RO \ﬁﬁ‘ll W\mw W 5

¢ ?')\’\‘\U-\.’LU w

FRM-0108 Quanterix Confidential

Release
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Revision No: 08
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Page 2 of 6

2.2. Label accuracy verification (Mfg):

Performed By: Verified By:
(Mfg) Initial/Date | (Mfg) Initial/Date
Print Quality _HA Pass O Fail
Item # z|/ i
Pass [J Fail [ N/A p o
-, _RLC DH
Lot# i
: Pass [ Fail [ N/A Sl S000
irati MNa@s
Expiration Date Q/Pass O Fail O N/A N (IELLK i
~ Storage Temp. _ E/Pass O Fail O N/A
Barcode Check & Scan [J Pass [ Fail /Z(N/A
el Ambu”ﬁt e _ Print Name Signature . Dat_g e
Quality Verified by NI
_ (Quality Control): e ———— \“g_Q VT AL 2020
3. Labeling Line Clearance (v" appropriate box)
Performed By: Verified By:
(Mfg) Initial/Date | (Mfg) Initial/Date |
Area clear of unrelated material 2%
s AT Yes [J No ac "gh
Material lot #, paperwork & labels match 17 3w l2020 _
e | "..p P i Gl Z/YES L_‘| No “%NL\ \? (ﬁ 0 3
Work area clean and /D/ J
clear of debris Yes L) 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

Verified By:
(Mfg) Initial/Date

Area clear of unrelated material [ Yes ] No
' SR P
Material & Paperwork match O Yes O No )_‘f_?.,lr-'- -
— € ®C\T Jul o240
Work area clean and clear of debris O] Yes ONo
Equipment within calibration /mes 0 No
FRM-0108 Quanterix Confidential
Release

Uncontrolled copy. Please check MasterControl Documents to ensure you have current version.
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Document No: FRM-0108

Name: Component Labeling and Filling Record

5. Filling Bulk Sol

5.1. Manufac

appropriate WL. If performing a kitting operation N/A this section and proceed to step 6.

ution into Reagent Bottles

L]

turing Operators; N/A the tables in this section if the data is captured in the 5

/,

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

below.

Y,

5.3. For the following steps, record data in the Weight Check Calculation table belo/W'

5.3.1.

5:3.2.
5:3.3;

5.3.4.

5:3.5,

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

."
/!

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

verification check. If the total number of bottles is greater than 300, use 5 bottles for wmght:';

verification. The bottles should be from the beg;nn|ng, middle, and end of the filling
episode. If 3 bottles are used for verification, then record N/A for Middle Bottle 2 and 3.

Record the tare weight of each weight vc—;riﬁcation bottle with a cap.

Fill the bulk into the labeled reagent l;pﬁles then cap. Verify the fill weight of each
weight verification bottle th roughguf the filling event.

Once a weight verification bottle/s filled, pause the filling event to weigh the sample
to ensure it is in the spet:lflc/ange

NOTE: If bottle passes sper:nﬂed range continue the filling process. If bottle fails the SpECIfled
range, stop the filling process and contact immediate supervisor.

To convert target fi],l*gnd target range into grams, calculate conversion as 1:1 ratio.

Table: Fill Volume Range Calculation

/ Target Fill

Vial/Bottle Size

Filling Equipment

7

Top ofrange2%

2% of Top range

Target Fill / Factor
3 X002 fi=
Target Fill P 2% of Top range _Top of range
/| =
7
Bottom of range 2%
/ Target Fill Factor 2% of Bottom range
X 0.02 =

/i' arget Fill

2% of Bottom range Bottom of Range

Performed By:
(Mfg) Initial/Date

Verified By:
(Mfg) Initial/Date
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Table: Weight Check Calculation \\/\J P
Z
Bottle Net Weight Meets
Gross weight Weight i . e
Number | o EIg Tare gt et “ff’-'ght _ Jarget Range /é,rdget Range
Beginning Bottle L] Pass [ Fail
Middle Bottle 1 [JPass [ Fail
Middle Bottle 2 O Pass [IFail
Middle Bottle 3 (lPass [ Fail
End Bottle [1Pass [ Fall
Performed By Verfied By
{Mfg) Initial/Date: (Mfg)Initial/Date:

6. Kitting: Line Clearance (Quality Control)

6.1.1f performing a reagent filling operation N/A this section and proceed to step 7.

Performed by (QC):
Initial/Date

Item # verified / : [ Pass O Fail O N/A

Lot # verified: / . ] Pass O Fail O N/A

ifi i | f Kit

Verlfled.# of Reagents equal to # o | S 1 pass 1 Fail O N/A

to be built: o

Verified conyé kitting document: O Pass O Fail O N/A

Verified gorrect # of accessories (ie: .

insert/égs, bottles, labels): D1 Pass D Fail 0 N/A
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7. Label Accountability
. = Performed By: | Verified By:
Suantty (Mfg) Initial/Date | (Mfg) Initial/Date
Total number of Bottles/Kits .
A e
Labeled:
B | Total number of Labels on Form: \
o QL iRy
C Total‘:{]t_::‘mber of l;,;glzgels (A+B): =20~ \% 1 U 8620 ?')‘(7 i
= - D
D | Number of Labels Requested: i \’}“\ L\l /’5
E "Calcu_lai_t:e differenb'e (D-C):
F | Number of Labels Destroyed: =l
G Calcu_!_ate Label’Réconcnllatlon (F-E): o
Label Accountability | Rrintname e Signature. = _
Verified by n i A —
~ (Quality Control): T ae 1wl anad
8. Final Document Review Signatures
Print name Signature Date

.~€,_|¥‘{.e-uiewei':'lgby f/\?';\\w\ 5 M"DY\D % M/\:)"( @Q/ 203—\}\ th

anneienedny || ety (om0 Can |2obdsd
U

M Tranacn\\be. eccoc . &AC \TJul 8020
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9. REVISION HISTORY
Revision Detailed Description Date Originator

Initial Release. Created new doc number FRM-100-0035 that replaces

LD FRM.009. (Doc number follows convention FRM-NNN-NNNN.) AR bt

11 Add speleﬂc gravity calculation to convert from mL to grams. 18Dec2015 i
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. 285ep20le =
DCR-16-1219: Update h df format f -Fi %

03 Update header and footer format from M-Files to 16Nov2016 . Moriarty
MasterControl

04 D‘CI_%—18-0218: Add Line Clearance to improve the accuracy of the 08Feb2018 D. Ahuja
kitting process.

05 D(.ZR-18-0363: Delete step header, unnecessary header causing issues 16Mar2018 B. Flaherty®
with use of n/a box. "

06 DCR-19-0903: Created new signature section (8) 21Feb2019 K. Lerma -

07 DCR-19-1111: Change vault so that a PDF will generate after release. 04Apr2019 S. Moriarty

08 DCR-19-1233: Ft')r‘rr.le?ttlng changes for improved GDP. Specified Mfg 25Apr2019 M. Green$
and QC responsibilities.
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