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This document lists observations made by the FDA representafive(s) during the inspection of your faciity. They are inspectional observatons, and do not
represent z final Agency determnation regarding your compliance. If you have an objection regarding an coservation, or have implsmanbd.u_'plmb
implement, corrective action in response to an observation, you may discuss the objection or action with the FDA representative(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

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile
are not fully established or followed. Specifically,

A. Your media fill program is not adequately performed to validate the aseptic operations for
tbm)dmg product (DP) manufacturing.

1) Aseptic manufacturing operations are not closely simulated to incorporate appropriate, worst-

case activities and conditions. According to the most recent process simulation batch records
®®and ®®,septic assembly of equipment was simulared by only
®®onerators. However, observed during filling operation of ®“DP Batch
®®on December 31, 2024, were up to | t")mol:u:rators performing distinct

equipment assembly activities at multiple locations in the RABS.

2) The current media fill run is designed tohave.  @line speeds, Durations for Simulating the

®®ine speed, according to process simulation batches and
O were @9 respectively. They do
: : — b)®)

not closely simulate aseptic manufacturing operations intended for DP

manufacturing, o e
3) Duration for simulating -opcnggt(i}on was designed to last for v e |
4) ®®chare one filling line in ~ Filling Room. You plan to rotate the |

during the ®®media fill runs which effectively renders each ®®to be evaluated

) l

B. Your environmental monitoring (EM) program does not provide assurance that environmental

contaminants are rzliably monitored and detected.
), - . i . A
1) Non-viable Air monitoringand ' Air monitoring (settling plates) in the RABS are
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performed for the full duration of critical aseptic operations.

2) Surface monitoring of floor, wall, and wall joints in Grade B areas, including those surrounding
Grade A RABS, are performed e

3) Portable stands holding setiling plates are used in the RABS without clear marked positions.
Operator was observed to move the portable stand with settling plate during equipment
assembly.

4) Operator was observed to sanitize his’her hands with. ®@spray prior to taking the
personnel monitoring at the end of the batch production.

C. Aseptic processing system and procedures are not designed to prevent potential microbiological
contamination.

1) ®®is positioned above the stopper bowl which potentially blocks and
prevents the first air from coming into contact with stoppers that are positioned directly under the

®

2) An electrical outlet located approximately one (1) foot above floor level is used for power supply
to the' W@ device. Operator was observed to crouch down 1o
connect power during filling operation.

3) A gap between protective goggles and gowning cap was observed on 2 QA personnel in the
filling room (Grade B) during the filling operation of ®®np Batch O Oat
11:49 am on December 31, 2024. Upon notification, operation management and quality unit did
not take immediate action to remove the personnel from the production floor. The personnel
exited the production floor at the N

OBSERVATION 2

Appropriate visual inspection (VI) procedures designed to assure drug product quality are not fully
established. Specifically,

use . S ey P .
A. Testing kit used to qualify VI inspectors contains ®®efected vials out of a total ~~ testi
Vials. N 2 .=
B. ®®;s observed in majority of vials containing
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e However, the same effect is not reflected in the testing kit based on SOP PO-801 016 SOP
for Visual Test Position.

OBSERVATION 3

Automatic or electronic equipment, including computers or related systems, are not routinely calibrated,
inspected, or checked according to written programs designed to assure proper performance.
Specifically,

A. Software settings for B\ on-viable Particle (NVP) monitoring systcms were not
verified to ensure proper performance after system upgrades.
B. PWsCADA software validation requirements are not documented, maintained, and updated.
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