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FOOD AND DRUG ADMINISTRATION
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12420 Parklawn Driwve, Room 2032 1/27/2025-1/31/2025
Rockville, MD 20857 TENUMEC

3014255847

MNAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED

Satyanarayana Chava, Chief Executive Officer

FIRM NAME STREET ADDRESS

Laurus Labs Limited Plot No 25, Z25A to 25K, APSEZ Denotified
Area, Lalamkoduru Village, Rambilli
Mandal

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSFECTED

Anakapalli District, Andhra Pradesh, APT Manufacturer

531011 India

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:

Written procedures, including changes thereof, are not drafted, reviewed and approved by appropriate
organization units, and approved by the quality control unit.

Specifically,

You failed to ensure that equipment qualification protocols are reviewed and approved by the quality
unit. During the inspection, we observed multiple equipment used for the manufacturing of multiple
active pharmaceutical ingredients (ie.,
qualified without an approved protocol. Examples of these

manufacturing equipment mclude:
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