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This document lists observatiors made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations,and do not represant a final Agency determination regardingyour compliance. [F'youwhave an abjection regarding an
obscrvation, or have implemenied, or plan to implement, correetive action inresponse to an observation, you may disenss the objection or
action with the FDA representative(s) during the inspection or submit thisinformation to FIDA at the address above, If you have any
questivns, please contact FOA ul the phone number and address above.

OBSERVATION 1
Systems for evaluating and qualilying critical material suppliers is inadequate.

Specifically, there is a failure to adequately qualify key starting material (IKSM) suppliers for-

products.

l. You ceased man at this facility in February 2016.
Manuﬁbluring cf was resumed at this facility in February 2021. You

failed to nstrating that your supplier 0'FHcritical
materials, can supply key starting material of intended quality|

and purity. Tailed to provide scientific data demonstrating that your supplier can provide key
starting material which would not impact the quality of “ Active

Pharmaceutical Ingredient (AP,
2. Prior to process validation of mitldted on December 6", 2019, and

was not manurgctured at this facili gdequately gualify vour new vendor for key
starting material, i You
failed to ensure 114 supphier can consistently provide key starting material at intended
quality, which would not impact your final APL In addition, a rational justification was not
provided for failing to follow section 5.8.2 of your “Qualification &Evaluation of External Vendor
for Raw Material™ procedure.

OBSERVATION 2
Inadequate sampling plans for raw materials and intermediates,

Specifically, you failed to provide scientific justification demonstrating that your current sampling plans
are representative. Your sampling plans are not scientifically sound and appropriate to ensure that your
raw materials and intermediates conform to established standards of quality and purity.
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Key Starting Material

ompound is received in a
selected, you obtain a sample from the
scientific data demonstrating that samp

homogeneity.
2 His received in aHaag, a and then sample the bags. You
ailed to provide scientific knowledge demonstrating that the used is adequate to

bag and obtain a representative batch sample.

drum. Once the number of drums to be sampled are
drum using a You failed to provide
drum is adequate to determine batch

Sampling of
Your curren
residual sol

tifically demonstrate that
ation, a composite samplc

shelves. conducted via protocol OQ_/EO-OO, fails to demonstrate
Additionally, Tails to contain a rational justification for the placement of the

process validation fails to scien

Furthermore, similar inadequacies were observed with in process sampling D-

OBSERVATION 3
Components used in manufacturing are not test and released prior to use.

Specifically,
1. Your quality control unit failed to ensure that materials are appropriately tested for impurities

_ prior to manufacturing of SIS process validation batches dated, February]

6™ 2021 o May 28" 2021.
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Quality failed to provide a rational justification for conducting impurity testing

anufacturing had already heo:
Z, manufacturing plant was installed and was operationa[ at your facility on
clober 6"‘ 2020. Prior to_manu ctunng use, vou failed to ad uat and qualify your

is used in he sampling lines
uring produet ‘;amplmg Y sclenl:i ic justification why
as not tested prior to use. Additionally, impact of usmg untested dmmg,
process validation was not conducted.

OBSERVATION 4
Proposed changes are not adequately evaluated.

Specifically, you failed to adequately evaluate changes to your manufacturing process that would
potentially impact the quality of your product.
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L

spemﬁcatwn for _ : - was changed from NMT
/ 1€ _ficreas has the potential of generating-

Your finished product (API)
impurities. In-process control tests are nof
o not potentially carry over into your finished

impurities,

speeifications do not specifically test for the
conducted to demonstrate that the impurities
product.
7 Lo

rior Lo cnange

our equipment is not adequately qualified for roduction.

OBSERVATION 5
Quality control failed to ensure that investigations made into any unexplained discrepancy were
jscientifically sound.

Specifically, your quality control unit failed lo ensure that investigations into any unexplained
discrepancies were thoroughly evaluated to determine a scientifically sound root cause and initiate an
ladequate corrective and preventative action. For example;

L-CAD-003075, MC-CAD-003076, and MCH
nalog ofwn stability. Your customei
rend due an impurity in your product, You
and established specification for your raw|
:ss the potential increase of the impurity overtime,

since receiving the initial complaint in February

. Complaint investigations MC-CAD-0029
CAD-003077 failed to assess the impact oF
notified you of their finished produgt b
identified the impurity as analog for
material and finished product. You f}
You have manufactured .Iots of

2019.
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2. You failed to evaluate potential contamination of recovered solvenis arising from previous
product/material used in the non-dedicated equipment. For example, deviation DE-U01-001711
and DE-U01-001714 initiated due to unknown peaks being observed from ElSllllecovered from

FYOU[‘ investigations failed to assess previous product manufactured in the non-
edicated equipment,

Incident AO1/QI/GCI120160, during method transfer for
ontent analysis, your initial run failed method precision. Specification, NMT g4 for
%%RSD, result obtained 0. The original results werc invalidated, and fresh samples
were obtained and ran by a different analyst using a different column. You failed o provide|
scientific evidence supporting the identified root cause “sample preparation” or “column problem”.

OBSERVATION 6
|Equipment not properly maintained

Specifically, on August 2™, 2021, dugi i (Technical) batch

water was observed leaking from the nto the production floor {

is unknown h has been leaking. Floor staining was observed where the water droplets
is used in manufacturing ica}‘and

were falling,
-You 1ave no documentation addressing the impact on the mass due to leaking

OBSERVATION7
Quality related activities are not documented at the time of performance.

Specifically, complete reliability of quality related documents was not assured as there is a failure to
document quality related activities at the time of performance. For example,

l. On February 2", 2021, a Production Operator in manufactugine bloclk) was
observed to have written hateh record information for on
his palm. Per the Operator, the information is written on ¢ en transeribed  the batch
record.
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the GC/MS logbook.

2. On December 20™, 2020 compound (Key Starting Material) batch.ﬁ qwas run on
GC/MS QGMQ-201 for impurity. The firm failed to document the batch run in
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