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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 di'scuss the objection or action with 
the FDA representative(s) during the inspection or submit this infonnation 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 FffiM, I OBSERVED: 

OBSERVATION 1 
Failure to clean equipment and utensils to prevent contamination or carry-over of a material that would 
alter the quality of the intermediates and AP! beyond the official or other established specifications. 

Specifically, 

During my walkthrough inspectionF21f our rr1an.u(ag!l.rin!L.E.L�n
r 

,.,
J
]I'' observed esidues on the • (b)(4j (b)(4). � )(4 . agitator and around the walls of a

L.- ________ _, 1. I also observedi ___ partJcles
on the bottom of thd (b,Accord1ng to the logbook your firm performed after use cleaning on 

1 (b)(4� (b)(4) • - (b)-ro . r(b� . . . 1 (b)(41;, . nd Jcleanmg on jTh1s Juttlized in the • perat1on of 
::}ctive Pharmaceutical Ingredient. 

OBSERVATION 2 

Laboratory controls do not include the establishment of scientifically sound and appropriate test 
procedures designed to assure that drug products conform to appropriate standards of identity, strength, 
quality, and purity. 

Specifically, 

SEE REVERSE 

OF THIS PAGE 

FORM FDA 483 (09/08) 

-·�
PREVIOUS CDfTTON OBSOI.ETE 

EMPt.OYlE(S)NAME ANO TITLE /Plinl or Type/ DATE ISSt.EO 

Nibin Varghese, Investigator 05/02/2025 

INSPECTIONAL OBSERVATIONS PAGE I on PAGES 








