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Certificate of Analysis

Product Name: Bioburden Filtration Funnel

Catalogue numbers: ] B150-048 Manufacture Date: 120¢t2022
B250-048

Lot Number: 134984 Expiration Date:  30Apr2024

The above lot has been produced in an 1ISO9001-certified facility and sterilized in accordance with Rapid Micro
Biosystems Quality Systems. Representative samples were tested per Rapid Micro Biosystems protocols and
were found to meet the performance and physical characteristics release criteria for this product.

Storage: Room temperature

Product Description:

The Filtration Kit consists of a black 0.45 micron pore size cellulose ester membrane held in a
plastic base below a removable filtration funnel.

Quality Release Criteria:

The quality control data given in this document represent the quality of the released lot as tested.

Physical Test Performed Test Result
Flow Rate Pass
Baseline Signal Pass
Growth Promotion Test Result
Bacillus subtilis - ATCC® 66331 Pass
Pseudomonas aeruginosa - ATCC® 90271 Pass
Staphylococcus aureus - ATCC® 65381 Pass

lor equivalent

Irradiation:
This is Gamma Radiation treated product at 15-40kGy, packaged as 8 sets of 6 units in poly sleeves stored in a
cardboard box.

Certificate results reported here were obtained at time of release. Product is for exclusive use with Rapid
Micro Biosystems Growth Direct system. Not for In Vitro Diagnostic use.

~

\\\T’#——f;«/’fﬁm\ Release Date ZZH(J\/ZOL?_

Quality Representative

Released by:

Rapid Micro Biosystems, Inc. COA0014 Rev E
1001 Pawtucket Blvd West, Suite 280, Lowell, MA 01854 www.rapidmicrobio.com
Phone: +1 978-349-3200 Fax: +1 978-349-2065 Email:support@rapidmicrobio.com
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Tile: G2 Filtration Kit, Incoming Inspection Procedure

FUNNEL ASSEMBLY ACCEPTANCE FORM Page 1 of‘_\z_
Pump Type (selected for use): C’UL% (' Measured Vacuum Level, (in-hg): Z' 5
Product Description (circle one): B150-048 @ Lot #: 154 c\ 8 L’\
Sterilization certificate and dosage dPass 4 Fail
Labeled per BOM B(Yes U No
Correct Expiration Date LZ{Yes U No Enter Exp Date:/,zf’ Jr'l'}"n” ?_@t.q
Gamma Sticker ﬁ Yes O No
Gamma Sticker Color A Red Q Other
Growth Promotion ﬁ Pass Q Fail
Image Analysis ﬁ Pass 4 Fail
Leak Test Bl/ Pass 4 Fail
Flow Rate ﬁPass 4 Fail
Visual Inspection (per step 9.7.5.1) Q(Pass 4 Fail
Comments: \

~

N

NNk AMTIZVoloTr
~.
Sy

Associated NCR(s): \\

Overall Lot Disposition: %ASS FAIL
Analyst Signature: //‘W Date: L1 Mo Lozt
Review Signature: /! Date: 2 Nov1072.2

This document and all information contained herein is confidential, proprietary and may not be disclosed,
disseminated or reproduced without written approval from Rapid Micro Biosystems.
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Flow Rate Lot # l’%l/\('igq Page 2 of lZ
“ Hg reading, before At .
Funnel Assembly, Sample # OIS REarBRt of Hirahar Filtration Time (sec)
Sample #1 “ ] (s
Sample #2 .= l
Sample #3 T [, SV 5
Sample #4 ] i
Sample #5 TR i (o
Sample #6 H _ (\/ l 7

23 seconds.

e
Pass = Al filtrations take betwey
Tested By: //

L

Date: /Q/)(O/UOV 2N ZZ

Leak Test sv TeNovee T
Sample | Turbidity | E. coli Sample Turbidity | E. coli
(+/-) Confirmed/method (+/-) Confirmed/method
used used
1 - 9 =
2 < \ 10 i \
3 ] \ @ 11 \ (v
4 - N 12 ) L
5 = \ 13 - \
6 , \ 14 - N\
7 = \ Neg. Control TSB \
8 = \ Neg. Control Plate .
Pos. Control E. coli + con ¥ frmed by <ye

Pass = No turbidity in test replicates. Positive control has t
Leak Test Meets Acceptance Criteria:

4 FAIL

osdsy_ [ 4/4//}

Reviewer Slgnature \

/ i

\ S

Date:

bidity confirmed as E. coli. Negative control has no turbidity or growth on TSA.

PASS

Performed By: // M

Date: |4 Nou ToTT

\S Noy 2071

Date: ,;}/Z)I\)(J 420 Z 2

This document and all information contained herein is confidential, proprietary and may not be disclosed,
disseminated or reproduced without written approval from Rapid Micro Biosystems.
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Title: G2 Filtration Kit, Incoming Inspection Procedure

Growth Promotion — Growth Direct Incubation

Lot # "%q CI\SL\

Page 3 of \7/

Growth Promotion % recovery must be 50-200% control growth (average control count is from 20-200 CFU)

Organism B. subtilis I P. aeruginosa S. aureus
Controls
Average CFU 6"7b 51 U€
Test Samples
Average CFU 5 1 S \¢| 8 1
% Recovery 108 7 (/( U, Oy

@/Report from Growth Direct for Test and Control Sample Results Attached

© Relerence atement 4 Lr (oniey rep resolfs. AM2zmoy 202
O \OP MUDL fo “!‘U"\n cut of >l)CchAI~JW\ on 1 Raoy 2

Test 5 withny, Tarz
Al qloims on Botch mepl. Am 27 doy Zo2c

On Test By: W/Z Date: | & Moy 29

Off Test By:

-.V\() %'MP Sj)c’C,ch/iaw_S per Q(,,PCQ_) v

D3 /\?jw"d

‘W/Z// Date: | Y Ny ZOTL

Review Signature:

7

7 1

Date:

7.7 Now20el

This document and all information contained herein is confidential, proprietary and may not be disclosed,

disseminated or reproduced without written approval from Rapid Micro Biosystems.
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Background Check Lot# (3u 48U Page 4 of lfl
Background Check

Cassette ID | Uneven Relative mean intensity of | Relative mean intensity Percent Difference (N/A if
Background | bright area (N/A if of dark area (N/A if background is uniform)
Yes/No background is uniform) background is uniform)

307306 AND

3O NG _

303 | o ~_ 0

)
L3¢ 33 N©o
et | NG —

Use table below if Alert triggered (N/A if all six original samples

pass)

\R

\

\

\

0

\

\

Pass = no samples have uneven bac

kground, defined as >10% difference.

Alert = one sample >10%, process 6 more samples per 9.9. Alert cleared if additional 6 samples pass - if any are >10%, trigger action.

Action = two or more samples >10%,

initiate NCR.

The bright annular ring between the OD of the Parex Pad and the ROI shall be excluded from this analysis.

@Mm AMZTAOJ Z

Background check result:

CT T

Q{A/ss

O FAIL

Analyst Signature: W% % Date: 771 Mo 2ol

Review Signature:

Date:

CLNov 2007

//

This document and all information contained herein is confidential, proprietary and may not be disclosed,
disseminated or reproduced without written approval from Rapid Micro Biosystems.
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Master Materials/Equipment List

Note: The Master Equipm

Page 5 of ll

Lot \TA QB

ent/Material list may be photocopied & shared between multiple lots, given that the equipment &

materials listed are the same between lots. Leave lot # and signatures blank when photocopying — these lines must be lot specific.

Material

Lot Number Expiration

1x TSB (ove

1601 8 4 Jon W13

rnight)

2x TSB (auto

claged) W-2-1T \O May 2025

Control Funnels 1372 837 5\ Ve 20173
BTSA-048 YR CYER N O Mer 2023
Fluid A lua 38 O Jau 1023
PBS Q63 Ave 1027 11 fev et
Sterile Water 765 00N Jo Sep Toly
TSA Plate (if applicable) oNA T 08y q oNA WO\ [y e 4
Organism Strain Lot Number Expiration
B. subtilis ATCC 6633 HEe- 11 ¢8 -Y 50 529 023
E. coli g’ﬁgg ?Zggs R10%5y i Now Lo2)
P. aeruginosa d Nlﬁg ?gg; 4% % 1 !'8, N Ve o3
S. aureus ATCC 6538 HES - 1o 30 Moy Tl

*Equivalent strain to spec ATCC

Equipment

Pipettor Calibration tD/Cal. Due Date

Cot -5 | 28 Febiet

Growth Direct Equipment Identification Number

AWYSISEvA [ 1L Ten 20273

=

Analyst Signature:

4//%&/6/ o Umeu ot

Reviewer Signature:

Date: 2.7 Nodzc2

This document and all information contained herein is confidential, proprietary and may not be disclosed,

disseminated or reproduced without written approval from Rapid Micro Biosystems.




Batch Report page o (T
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Lot/Batch: 134984_B250 Sample ID: TSA B. subtilis 1 Count: 71
Serial Number: 00069BOR Incubation Start: 11/16/2022 08:50 Media Type: TSA
Loaded On: 11/16/2022 08:50 Incubation End: 11/18/2022 08:59 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's lemperalure: 35.1 is grealer than upper alarm: 35, alert slarl time: 2022-11-17 18:14
Lo 134984 _B250 Sample ID: TSA B. subtilis 1 Count: 71
Serial Number: 00069BOR Incubation Start: 11/16/2022 08:50 A Media Type: TSA
Loaded On: 11/16/2022 08:50 Incubation End: 18/2022 08:59 ® Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's lemperalure: 35 alarm ended, maximum temperalure out of range was: 47 event duralion was: 1 inutes, 56 Seconds
Lot/Batch: 134984_B250 Sample ID: TSA B. subtilis 2 Count: 51
Serial Number: 00068B0OQ Incubation Start: 11/16/2022 08:50 Media Type: TSA
Loaded On: 11/16/2022 08:50 Incubation End: 11/18/2022 08:58 Media Lot: 249221 2
Loaded By: es Expiration: 03/07/2023
Alarms:

134984_B250 Sample ID: TSA B. subtilis 3 Count: 58

Serial Number: 00069BOP icubation Start: 11/16/2022 08:49 x Media Type: TSA
Loaded On: 11/16/2022 08:49 Incubatlon End: 2022 08:58 @ Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperature: 35 alarm ended, maximum temperature out of range was: 47 event duralion was: 17 es, 56 Seconds
Lot/Batch: 134984 B250 Sample ID: TSA B. subtilis 3 Count: 58
Serial Number: 00069BOP Incubation Start: 11/16/2022 08:49 Media Type: TSA
Loaded On: 11/16/2022 08:49 Incubation End: 11/18/2022 08:58 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperature: 35.1 is greater than upper alarm: 35, alert start lime: 2022-11-17 18:14

Lot/Batch: 134984_B250 Sample ID: TSA S. aureus 1 Count: 57
Serial Number: 00069800 Incubation Start: 11/16/2022 09:32 Media Type: TSA
Loaded On: 11/16/2022 09:32 Incubation End: 11/18/2022 09:49 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperalure: 35.1 is greater than upper alarm: 35, alert start time: 2022-11-17 18:14

Lot/Bafc 84 B250 Sample ID: TSA S. aureus 1 N Count: 57
Serial Number: 00069BC0 11/16/2022 09:32 G) Media Type: TSA
Loaded On: 11/16/2022 09:32 Incubation End: ¢ UMD Media Lot: 2492212
Loaded By: es 03/07/2023
Created: 11/21/2022 07:27 by Batch Report Page 1 of 5
RMB0414F00187\RMBADM

Software Version: 3.1.2.2 System Serial Number: E17514181
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Alarms: Top incubator's temperalure: 35 alarm ended, maximum temperature out of range was: 47 avar .17 Hours, 50 Minutes, 51 Seconds

Lo 134984_B250

Serial Number: 00069BNZ

TSA S. aureus 2 Count: 49

11/16/2022 08:58

Sample ID:

Incubation Start: Media Type: TSA

Loaded On: 11/16/2022 08:58 Incubation End: 022 09:09 ® Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's temperalure: 35 alarm ended, maximum lemperalure out of range was: 47 evenl duralion was: 17 Hours; 51 Seconds
Lot/Batch: 134984_B250 Sample ID: TSA S. aureus 2 Count: 49
Serial Number: 00069BNZ incubation Start: 11/16/2022 08:58 Media Type: TSA
Loaded On: 11/16/2022 08:58 Incubation End: 11/18/2022 09:09 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator’s temperature: 35.1 is greater lhan upper alarm: 35, alerl starl time: 2022-11-17 18:14

Lot/Batch: 134984 B250 Sample ID: TSA S. aureus 3 Count: 4
Serial Number: 00069BNY Incubation Start: 11/16/2022 08:58 Media Type: TSA
Loaded On: 11/16/2022 08:58 Incubation End: 11/18/2022 09:15 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:

Lo 134984 _B250 Sample ID: TSA P. aeruginosa 1 Count: 50
Serial Number: 00069BH6 cubation Start: 11/16/2022 08:47 Media Type: TSA
Loaded On: 11/16/2022 08:47 Incubation End: 022 08:54 @ Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's temperature: 35 alarm ended, maximum temperature out of range was: 47 event duration was: 17 Hours, 53 Seconds
Lot/Batch: 134984 _B250 Sample ID: TSA P. aeruginosa 1 Count: 50
Serial Number: 00069BH6 Incubation Start: 11/16/2022 08:47 Media Type: TSA
Loaded On: 11/16/2022 08:47 Incubation End: 11/18/2022 08:54 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's lemperature: 35.1 is greater than upper alarm: 35, alert start time: 2022-11-17 18:14

Lot/Batch: 134984_B250 Sample ID: TSA P. aeruginosa 2 Count: 47
Serial Number: 00069BHS5 incubation Start: 11/16/2022 09:34 Media Type: TSA
Loaded On: 11/16/2022 09:34 Incubation End: 11/18/2022 09:54 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:

Lot/Ba Sample ID: TSA P. aeruginosa 3 Count: 42
Serial Number: 00069BH4 Incubation 2022 09:33 Medla Type: TSA

Created: 11/21/2022 07:27 by
RMBO0414F00187\RMBADM

Batch Report Page 2 of 5

Software Version: 3.1.2.2 System Serial Number: E17514181
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11/18/2022 09:54 ~ Media Lot: 2492212

Loaded On: Incubation End:

Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperature: 35 alarm ended, maximum temperature out of range was: 47 event duration W Minules, 52 Seconds
Lot/Batch: 134984_B250 Sampile ID: TSA P. aeruginosa 3 Count: 42
Serial Number: 00069BH4 Incubation Start: 11/16/2022 09:33 Media Type: TSA
Loaded On: 11/16/2022 09:33 Incubation End: 11/18/2022 09:54 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperalure: 35.1 is greater than upper alarm: 35, alert start tims: 2022-11-17 18:14

Lot/Batch: 134984_B250 Sample ID: TSA B subtilis 4 Count: 67
Serial Number:; 00069BOO Incubation Start: 11/16/2022 08:49 Media Type: TSA
Loaded On: 11/16/2022 08:49 Incubation End: 11/18/2022 08:57 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:

Lo 134984 _B250 Sample ID: TSA B subtilis 5 Count: 56

Serial Number: 00063BON ncubation Start: 11/16/2022 08:49 Media Type: TSA
Loaded On: 11/16/2022 08:49 Incubation End: 2022 09:04 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's lemperalure: 35 alarm ended, maximum temperalure out of range was: 47 event duration was: 17 les, 55 Seconds
Lot/Batch: 134984_B250 Sample ID: TSA B subtilis 5 Count: 56
Serial Number: 00069BON Incubation Start: 11/16/2022 08:49 Media Type: TSA
Loaded On: 11/16/2022 08:49 Incubation End: 11/18/2022 09:04 Media Lot: 2482212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubalor's temperalure: 35.1 is greater than upper alarm: 35, alert start time: 2022-11-17 18:14

Lot/Batch: 134984_B250 Sample ID: TSA B subtilis 6 Count: 38
Serial Number: 00069BOM Incubation Start: 11/16/2022 08:48 Media Type: TSA
Loaded On: 11/16/2022 08:48 Incubation End: 11/18/2022 08:57 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:

Lot/Batch: 134984_B250 Sample ID: TSA P aeruginosa 4 Count: 50
Serial Number: 00069BH9 Incubation Start: 11/16/2022 08:48 Media Type: TSA
Loaded On: 11/16/2022 08:48 Incubation End: 11/18/2022 08:56 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's temperature: 35.1 is grealer than upper alarm: 35, alerl start time: 2022-11-17 18:14

Created: 11/21/2022 07:27 by Batch Report Page 3 of 5
RMB0414F00187\RMBADM

Software Version: 3.1.2.2 System Serial Number: E17514181
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Created: 11/21/2022 07:27 by
RMB0414F00187\RMBADM

Batch Report

Software Version: 3.1.2.2
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Lot/Ba 34984_B250 Sample ID: TSA P aeruginosa 4 Count: 50
Serial Number: 00069BH9 bation Start: 11/16/2022 08:48 Media Type: TSA
Loaded On: 11/16/2022 08:48 Incubation End: 22 08:56 ® Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's lemperature: 35 alarm ended, maximum lemperature out of range was: 47 evenl duralion was: 17 Hours, 54 Seconds
Lot/Batch: 134984_B250 Sample ID: TSA P aeruginosa 5 Count: 47

Serial Number: 00069BH8 Incubation Start: 11/16/2022 08:48 Media Type: TSA
Loaded On: 11/16/2022 08:48 Incubation End: 11/18/2022 08:56 Medla Lot: 249221 2
Loaded By: es Expiration: 03/07/2023
Alarms:

Lo Sampile ID: TSA P aeruginosa 6 Count: 55
Serial Number: 00069BH7 ncubation Start: 11/16/2022 08:47 Media Type: TSA
Loaded On: 11/16/2022 08:47 Incubation End: 2022 08:55 @ Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's temperature: 35 alarm ended, maximum temperature out of range was: 47 event duration was: 17 Howig, s, 54 Seconds
Lot/Batch: 134984_B250 Sample ID: TSA P aeruginosa 6 Count: 55

Serial Number: 00069BH7 Incubation Start: 11/16/2022 08:47 Media Type: TSA
Loaded On: 11/16/2022 08:47 Incubation End: 11/18/2022 08:55 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's lemperalure: 35.1 is greater lhan upper alarm: 35, alert start time: 2022-11-17 18:14

Lot/Batch: 134984_B250 Sample ID: TSA S aureus 4 Count: 44
Serlal Number: 00069BO3 Incubation Start: 11/16/2022 09:33 Media Type: TSA
Loaded On: 11/16/2022 09:33 Incubation End: 11/18/2022 09:53 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:

Lot/Batch: 134984_B250 Sample ID: TSA S aureus 5 Count: 41
Serlal Number: 00069802 Incubation Start: 11/16/2022 09:33 Media Type: TSA
Loaded On: 11/16/2022 09:33 Incubation End: 11/18/2022 09:49 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms: Top incubator's temperature: 35.1 is grealer than upper alarm: 35, alerl start ime: 2022-11-17 18:14

Lot/Batc 250 Sample ID: TSA S aureus 5 Count: 4
Serlal Number: 00069802 Incubation 1612022 09:33 @ Media Type: TSA
Loaded On: 11/16/2022 09:33 Incubation End: 11/18/2022 09:49 Media Lot: 2492212
Loaded By: es Expiration:

Page 4 of 5

System Serial Number: E17514181
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Alarms: Top incubator's temperalure: 35 alarm ended, maximum lemperature out of range was: Emwm‘&" loer52.8ecnnds
DopPlicate Gmple AN LT ov oy
Lot/Batch: 134984_B250 Sample ID: TSA S aureus 6 Count: 51
Serial Number: 00069BO1 Incubation Start: 11/16/2022 09:32 Media Type: TSA
Loaded On: 11/16/2022 09:32 Incubation End: 11/18/2022 09:56 Media Lot: 2492212
Loaded By: es Expiration: 03/07/2023
Alarms:
Comments:
AW 7 Mod Ten
Created: 11/21/2022 07:27 by Batch Report Page 5 of 5
RMB0414F00187\RMBADM

Software Version: 3.1.2.2 System Serial Number: E17514181
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STERIS: Certificate Of Processing AN Nov 202

Prepared for: RAPID MICRO BIOSYSTEMS (4764)
Gamma Process Run iD 1193-6636A

Product Code Lot Number Quantity UOM
B8250-048 134978 40 Case
B250-048 134982 40 Case
B250-048 134984 40 Case
B250-048 134987 40 Case
B250-048 134990 40 Case

Processing Run Start Date: 05-Nov-2022 1:50 AM
Processing Run End Date: 05-Nov-2022 9:26 AM

Minimum Specified Dose (kGy): 15.0 Minimum Delivered Dose (kGy): 20.8
Maximum Specified Dose (kGy): 40.0 Maximum Delivered Dose (kGy): 30.0

Product meets Customer specifications; zero nonconformities occurred during this irradiation run.

Gamma Process Run Approval authorized by STERIS
Date/Time E-Signed: 05-Nov-2022 12:05 PM

Operating facilities are in compliance with applicable state and federal regulations (FDA, NRC, EPA, and OSHA) and
provide services under a quality system which meets the requirements of Health Canada GMP, FDA QSR, EN/ISO
13485, and in alignment with EN ANSI/AAMI/ISO 11137. STERIS certifies that these processed items received the
indicated doses within the precision and accuracy of the dosimetry system used.

Processing Location

184 Crown Court
Whitby, ON, LIN 781
Phone: 905-433-1202

Document ID: 64052

PROC-99999 Last Revised ln Rel 1.0.0.0 Rel Date: 31-Mar-2017 Page 1 of 1
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Attachment 1 Page 10of 1
QCPO006 Growth Promotion Control Results

Control Media: 2492212, exp. 07Mar2023

Incubation: @

E17514181, exp. 12Jan2023

Incubation Start: 16Nov2022 @ 09:10am
Incubation End: 17Nov2022 @ 06:14pm

Results:

Organism Rep 1 Rep 2 Rep 3 Rep 4 Rep 5 Rep6  Average
B. subtilis 58 56 47 57 50 52 53

P. aeruginosa 55 56 43 48 53 59 52

S. aureus 47 46 37 54 39 51 46

@ Incubator E17514181 experienced a high temperature alarm starting on 17Nov2022 @ 06:14pm. This
alarm caused the control plates to be sent to the output que, ending incubation. Per QCP000S,
incubation time for all organism growth is 24-48 hours, which was met by the control lots incubation
time. Plates were counted by eye and results are listed above in the table. AM 21Nov2022



