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Returning Home Safely.
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Mobile InspectionRounds
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Field operators
complete structured
Inspection rounds
directly on mobilet
even in offline areas
T with findings
automatically synced
when connectivity is
restored.
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Exampleg Leakage detection during inspection eschbach




Example; Leakage detection.during inspection
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Track Operational Discipline in a Te8ward
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- ) . ~ _ Cleaning Issues with Bioreactor BRO1
Cell Cultivation / Line 1 [~ I +# Reduce detergent concentration incrementally ¥
Tue, 12:03-2024 03:59 PM Bioreactor BRO1 experienced several cleaning challenges during operations, particularly after
Info: Cleaning issues noted in Bioreactor BRO1 following Rituximab$ batch B15473. Residual material was detected &\ CIP execution in Bioreactor BRO1 after Rituximabs batch B15470 showed excessive foam gener.. ¢y processing batches of Rituximab5. Below is a summary of the identified issues:
during swab tests after initial CIP sequence
solved it by Reducing detergent concentration incrementally, eliminating foam-related interruptions. C. Residue Persistence
Performed extra water flushing cycle, which effectively removed remaining residues. Post-rinse swab [...] = After batch B15475, minor residues were detected on the vessel interior following the
cleaning process. An additional CIP rinse step was performed to eliminate the residue, and
ﬁ the reactor was cleared by QA
» Batch B15473 also resulted in residual material detected during swab tests after the initial
CIP sequence. An extra water flushing cycle was conducted, which successfully removed
the residues?

Functional Location: Beta - Cell Cultivation Last Edit Date: Wed, 03-26-2025 4:00 PM A Problems during CIP due to excessive foam accumulation observed in Bioreactor BRO1 after Rit

Lowered detergent strength from 2.0% ta 1.5% to mitigate foaming. Subsequent CIP completed succe.

Cell Cultivation / Line 1

.. : .
Thy, 12-11-2025 03:06 PM +* Increase the cleaning solution temperature Foaming Issues

Info: Visual inspection identified stubborn residue on reactor walls after Rituximab5 batch B15446 cleaning of

« Persistent foaming disrupted normal CIP operations after batch B15470. The root cause
reactor BRO1. Standard washing temperature insufficient ﬁ

was identified as overly concentrated detergent, which was adjusted to resolve the issue
« Excessive foam formation was observed during the detergent cycle for batch B15467,

suspected to be caused by a high detergent concentration d
= High foam levels were noted during the cleaning phase for batch B15471, attributed to
& conductivity sensor indicated incomplete rinse cycle in reactor BRO1 post Rituximab5 batch B15... ¢y elevated detergent strength. Reducing the detergent concentration stabilized foam levels,

allowing cleaning validation to pass
Problem was solved by elevating detergent CIP temperature by 3°C and repeating the cleaning cycle. . « Elevated foam levels interrupted the cleaning cycle for batch B15471, causing inaccurate

CIP sensor readings. Operators reduced detergent concentration, resolving the issue’

A visual inspection identified stubborn residue on reactor walls after Rituximab5 batch B15446 cle..

Last Edit Date: Wed, 03-26-2025 3:06 PM Adjusted CIP procedure by increasing cleaning solution temperature to upper SOP limit (68°C). CIP rep.

Cell Cultivation / Line 1
Wed, 03-26-2025 03:08 PM
Info: Conductivity sensor indicated incomplete rinse cycle in reactor BRO1 post Rituximab5 batch B15451, possibly
due to insufficient cleaning temperature during detergent step. ¥ A Postoleaning swab tests failed due to minor protein residues detected in Bioreactor BRO1 after [iin} (@ Generated using a subset of 25 total documents, considering all shiftbooks.

Problem was solved by elevating detergent CIP temperature by 3°C and repeating the [.] # We could solve the problem by raising the cleaning temperature by 5°C above standard setting. Afterr... Relevart erittes

Last Edit Date: Wed, 03-26-2025 3:08 PM 1 | Info | Production

4 @ Failure 5 s B Production

% Perform an additional rinse cycle

Cell Cultivation / Line 1 ﬂb H (]
a Fri, 12-13-2024 04:00 PM ’ 8 & CIP problems identified on Bioreactor BRO1 after finishing Rituximabs batch B15472. Visible resi... ﬁ

Suggestions
Malfunction: CIP difficulties encountered on Bioreactor BRO1 after Rituximab5 batch B15474; cleaning verification 8 As a quick workaround we conducted an additional rinse cycle to ensure complete residue removal; s vage

indicated incomplete residue removal. [ What adjustments were made to CIP detergent concentrations?

Functional Location: Beta-L1 - Line 1 A Cleaning inefficiencies occurred in Bioreactor BROT post-Rituximabs batch B15475. Post-cleanin.. Y [ What cleaning challenges occurred with BRO1 during recent batches?

Action/Solution: Executed supplementary rinse cycle to address remaining contamination. Follow-up conductivity and

visual checks passed successfully. Additional CIP rinse step performed immediately, effectively eliminating residue; reactor subsequently . How should detergent concentrations be adjusted for upcoming CIP cycles?
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