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DUB-FRM-00256-1 Customer Notification Form

DUB-CN 25-004

Title of Change: Celsis® - Reagent 1 (C93784) Formulation Change

Charles River strives to provide the highest level of support to our customers by delivering industry-
leading scientific and technological advances. As part of our ongoing effort to better serve our
customers, we want to inform you of an upcoming change to Reagent 1 (C93784) included in the
Monthly Maintenance and Cleaning Kit (C92828).

Description of Change:

The Maintenance and Cleaning Kit is intended to eliminate microbial contamination from the Celsis
Advance 1™ and Celsis Accel® instruments. The Maintenance and Cleaning Kit contains 3 reagents:

Reagent 1, which dissolves any precipitate present in the injector tubing
Reagent 2, which eliminates microbial contamination
Reagent 3, which flushes the injector tubing and removes any residue

Charles River Microbial Solutions Germany GmbH, which manufactures Celsis® reagents, is no
longer able to source a raw material that is used in Reagent 1 (C93784) from a vendor in the United
States. Due to this change in raw material availability, the decision was made to reformulate and
substitute the material with an equivalent material. The substitute material will impact the
classification according to the Globally Harmonized System of Classification and Labeling of
Chemicals (GHS). The chemical, disodium tetraborate decahydrate will be removed in the updated
formulation. In addition, the enzyme subtilisin is 0.06% weight of the overall formulation. According
to CLP Regulation No. 1272/2008/EC, the mixture does not meet the criteria for classification, so
the GHS pictograms and classifications will be removed from the SDS and bottle labels starting in
August 2025.

Charles River has performed studies with manufactured development batches of Reagent 1 with
the new formulation, and batches were tested in accordance with the existing Quality Test
methods used for lot release of Reagent 1. This data generated confirms that the performance and
critical quality attributes of the new formulation are equivalent to those of the legacy formulation.

Implementation Date:

Beginning in August 2025, Charles River Microbial Solutions Germany GmbH will begin
manufacturing Reagent 1 using the new formulation. Please be advised that this transition will
occur over time based on component stock levels and production schedules.

These changes do not impact your ordering process with Charles River, and there are no other
changes to the impacted products other than those described above. The Celsis® reagents continue
to be filled, freeze-dried, labeled, and packaged using the same equipment and documented on
approved batch records. The methods and procedures used for quality control testing of each
product and the process used by Quality Assurance to perform final release also remain
unchanged.
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The above changes have been made to ensure business continuity and Charles River’s ongoing
efforts for continuous improvement for Microbial Solutions products. There are many factors that
contribute to our overall decision-making process regarding product changes, which include, but
are not limited to, operational efficiencies, waste reduction and environmental considerations. If
you have any questions, please contact Charles River Technical Support at Celsis-Support@crl.com.

Sincerely, Sianed b
igned by:

Briw Uuusuq
U Signer Name: Brice Chasey
Signing Reason: | approve this document
| Signing Time: 05-Sep-2025 | 08:09:42 EDT
Dept. Approval 278553CC06884703920C5585C41C79E1
Signature/Date

Brice Chasey
Associate Director, Product Management — Celsis®

Charles River Microbial Solutions

Signed by:
Marwe Pwrecll

U Signer Name: Maeve Purcell

Signing Reason: | approve this document
QA Approval |

Signature/Date

Signing Time: 05-Sep-2025 | 07:03:40 EDT
OF0905ED1BEB490E9CE44E4BE85BC564

Maeve Purcell
Senior Regulatory Compliance Manager

Charles River Microbial Solutions
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CN26-001: Celsis® - New Reagent 1 Formulation Included in Monthly Maintenance and Cleaning Kits

Charles River strives to provide the highest level of support to our customers by delivering industry-
leading scientific and technological advances. As part of our ongoing effort to better serve our
customers, we want to provide an update regarding a previous notification titled DUB-CN 25-004
Celsis® - Reagent 1 (C C93784) Formulation Change.

This communication is to inform you that this Celsis® Monthly Maintenance and Cleaning Kit (C92828)
contains the new Reagent 1 formulation. This new reagent formulation does not contain the chemical
disodium tetraborate decahydrate. Therefore, a new Safety Data Sheet (SDS) should be accessed from
the Microbial Solutions Customer Portal (https://microbialportal.criver.com/s/). The file containing the
updated SDS for this Reagent is titled “C93784 Reagent 1 (New 2025 Formulation)”. The label on each
Reagent 1 bottle will also contain the appropriate GHS classification and pictograms. Please review and
update all procedures related to the handling, storage, disposal, etc. of the updated Reagent 1.

All Monthly Maintenance and Cleaning Kits (C92828) assembled in January 2026 and onwards, will
contain this updated Reagent 1 formulation. Charles River will include this communication in all
Monthly Maintenance and Cleaning Kits assembled between January and July 2026 to ensure users
are aware these kits contain the new formulation.

The Celsis® Reagent 1 continues to be filled and packaged using the same equipment and documented
on approved batch records. The methods and procedures used for quality control testing of this
product, as well as the process used by Quality Assurance to perform final release, remain unchanged,
except for the specification of the operational control of pH. This specification has been updated from
8.5-9.0 to 9.0-9.5. An equivalency study has been performed and confirmed that this change has no
impact on the efficacy of the reagent within the kit. The updated pH range will be reflected in the
Certificate of Analysis (CoA).

This change does not impact your ordering process with Charles River, and there are no other changes
to the impacted product other than those described above. There are many factors that contribute to
our overall decision-making process regarding product changes, which include, but are not limited to,
operational efficiencies, waste reduction, and environmental considerations. If you have any
questions, please contact Charles River Technical Support at Celsis-Support@crl.com.

Sincerely,
Signed by:
P 0“‘5“1
Dept. ApprOVa| U Signer Name: Brice Chasey
Signing Reason: | approve this document
Signatu re/Date Signing Time: 16-Jan-2026 | 11:33:33 EST
278553CC06884703920C5585C41C79E1

Brice Chasey
Associate Director, Product Management — Celsis®

Charles River Microbial Solutions

Signed by:
Mawwe Pureell

QA Approval U Signer Name: Maeve Purcell

Signing Reason: | approve this document
Signing Time: 16-Jan-2026 | 11:30:43 EST

O0F0905ED1BEB490E9CE44E4BE85BC564

Signature/Date
Maeve Purcell
Senior Regulatory Compliance Manager

Charles River Microbial Solutions
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