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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 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

Equipment and utensils are not cleaned and maintained at appropriate intervals to prevent
contamination that would alter the safety, identity, strength, quality or purity of the drug product.

Specifically, on June 28, 20%% . during my review of cleaning validation, C E;E{O 1, ‘Validation Report
Cleaning of Equipment’ for batches
™ documents the surface area of each equipment. I asked for the raw data for the surface
calculations for each equipment such as’ Accessories and Packing Machine. According
to the Site Quality Assurance Head, there are no raw data for the surface area calculation for each
manufacturing equipment. Because there are no raw data, there is no evidence that swab samples were

actually analyzed.

OBSERVATION 2

Samples taken of drug products for determination of conformance to written specifications are not
properly identified.
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ﬂ'%&:naf.:iflc.a11\;_., on June 29, 2022, 1 observed™ units of " of batch
in the 25 degrees Celsius / 60 % Relative Humidity chamber #' According to ‘rhg(‘i
Laboratory Management System (LMS) reconciliation datﬂﬁ the stability chamber should have had
units of e of batch # ﬂxom‘ firm follows Pl‘otocg}l,
< o )
mE‘MRSP;’PDI’DPf3 1005019A, document tilted, MCG and mecg
USP’, with effective date July 20, 2021 for its stability program.
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