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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 | OBSERVED:

OBSERVATION 1

Your firm failed to establish adequate written procedures for production and process controls designed to
assure that the drug products have the identity, strength, purity, and quality that they are purported or
represented fo possess.

Specifically,
A) Your firm’s visual inspection of the - o injection _’W{?mgf\dal and [2€
mg/vial 1s inadequate. After visually inspecting the | O of the o9 i the vials,
your firm fails to perform il supplemental visual inspection of B8 |ials

for visible particles.

B) Your firm’s challenge test vials used for the qualification of the visual inspectors is inadequate,
as it does not include particles that could potentially originate from the manufacturing
environment such as, | ' O ofc.

OBSERVATION 2
Procedures designed to prevent microbiological contamination of drug products purporting to be sterile
did not include validation of the process.

Specifically,
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Your firm uses disinfectants to disinfect your facility and equipment, including surfaces that come into
contact with sterile "ﬁmdmg products. Review of your disinfectant efficacy study (Protocol #
22H1-015) showed that it is deficient in that:

A)

B)

&)

D)

Your firm inoculated @ to [®® CFU of microorganisms on the challenge surfaces, which is

insufficient to demonstrate at least a '?glog reduction for bacterial spores and -glog reduction for
vegetative bacteria. '

Part of this study was performed by pipetting the test culture on the ®® and allowing it to
dry, followed by spraying the disinfectant, ®® ver the dried culture. This
method of disinfecting is different than your routine cleaning and disinfecting procedure (SOP #
88974-304/32) wherein the disinfectant is spread using a mop.

USP vegetative bacterial challenge organisms such as, E. coli, S. aureus, and P. aeruginosa were
not included in your study.

Not all the surfaces P;‘esen‘r n your aseptic area were evaluated in your study. For example,

R (part of | ] windows) and N (used as equipment wraps) were not included in the
study.
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