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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional observations, and do not
represent a final Agency determination regarding your compliance. If you have an objection regarding an observation, or have implemented, or plan to
implement, corrective action in response to an observation, you may discuss the objection or action with the FDA representafive(s) during the inspection
or submit this information to FDA at the address above. If you have any questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

The information provided by the firm does not conform to themw Specifically, in the

® @ them @ drug substance (DS) shelf life ism@ at <m@®°C. However, the
shelf life applied to DS Process Performance Qualification (PPQ) batches (Batch g u and post-
PPQ batches (Batch gy Wase @

OBSERVATION 2

The ;e ®)4) integrity test procedure used for thewm @ does not
follow the vendor recommendations (documents e versionme or SOP CHVI-346656 v2.0
‘D@ Operation ofe® and Integrity Test of gy
w@ - For example:

a. m® versiong @ indicates to for test set-up.
However, theg w for test set-up is ingye per SOP CHVI-346656 v2.0
Figurem@Ihe e according to the guidance shown in
them @ Manufacturing Executing System (MES) guidance for the operators.

b. ®® versiorme indicates that theg e should be i)

i This step is not
inclnded in SOP CHVI-346656 v2.0 or in thew e MES guidance for the operators.

c. W@ versionme indicates to observe and disregarcew that occur in them ®

i (waiting time), and to observe the g w
for gy e (observation time).
i. Theww MES instructions indicate to start the timer immediately after theme 1S
o @ and conduct the test for m @ (observation time) without mentioning any
S : . ® @
waiting time (MES instruction paths
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ii. SOP CHVI-346656 v2.0 stepme includes an observation time ofwm® or more
without mentioning any waiting time.
d. m@ VErsion g indica‘gg?qthat the integrity test passes if there isga

o Them @ ME(E( guidance for the operators indicate that the integrity test passes if

OBSERVATION 3
Process Parameters (PPs) are not adequately controlled within established ranges in® @ DS

manufacturing process. Specifically, PP deviations occurred duringme post-PPQ Batche @ and
Batchm@manufacturing, including deviations for Critical Process Parameters (CPPs). In addition, Batch
@ and Batchg, @had out-of-specification (OOS) and borderline results, respectively, forgw

) (4) assay at release. The CPP deviations observed include:

a. B batcha @ outside proven acceptable range onm®@ Stage):
duringm @ of productiong m step for Batchm@  (a CPP) wasmea  which was
below the PAR ofmm and NOR ofw® for gy

b. ®® Batch g@mandm @ exceedance forg g

@ as per CHVI-626612): duringg manufacturing for Batch

@ and Batchg hadm @ of gy respectively which
exceeded the <gq limit, ande® hace @ ofge which exceeded the <mw)
limit. g e forg @ andw® are CPPs.

C. ®® Batchm@ Excursion ofg) e during g e
during them @ step for Batch ma the g was reported asm@ and
the acceptable range ispy@ wa@ is a CPP for the gy step.
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Batchgwhad OOSw @ result ofg % at release, which is below the specification limit of®®
m® Yo. Batch®@had gy result c;ﬂ,, @0 at release, which is a borderline result that falls just
above the lower specification limit ®@ Batchm @ assay OOS on
m@ sample, due date:m
OBSERVATION 4
Critical material used to manufacturem @ is-not tracked, maintained, or replaced throughout their
lifetime. Sper‘.iﬁnnﬂv' :
a. Thed® Integrity Tester used forg) including them®
w® DSwe has a @® " (SAP No:mw installed
between the we to avoida.s  from the producte @
entering and damaging the instrument. Thew @ is not tracked or maintained
and is replaced only when damaged. During the FDA inspection of theg e  intecritv test
execution on October 24, 2025, agw coming from them®
through theg; reaching approximatelygw Impact of theg,
in the results of them @ integrity test cannot be discarded.
b. Thewmw mstrument used to sealw @ drug substance bags does not have a

unique tracking number, and is not maintained or calibrated.
c. The, .  used forthe e or for thew @

® @ do not have a preventative maintenance program. The product contact part of the

m@ 1S myen and replaced gy however, maintenance of thewm @

w@ Oftheme  is “failure-based” (they are used until they fail, and then they are replaced by

a workinge @ The facility has a single spareg,  to be used as replacement for the me

mvn used for g e at the time of the mspection, there was no available working

®@ compatible with theg @ used for g e because the only sparem@  had am®

w@  lailure and was being repaired since July 9, 2025; anewg,u  for thegy  Wwas ordered
on October 28, 2025.
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