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(b) (4) (b) 
(4)

(b) (4)

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

12420 Parklawn Drive, Room 2032 
Rockville, MD 20857 
ORAPHARMInternational483responses@fda.hhs.gov 

DATE(S) OF INSPECTION 

03/19/2024-03/27/2024 
FEI NUMBER 

3006370533 

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Mr. Arnab Pande (Vice-President & Site Head-Production) 
FIRM NAME 

Alkem Laboratories Limited 
STREET ADDRESS 

Khasra No 1544, 1553, 1558, 1559, Village Thana 
Tehsil Nalagarh 

CITY, STATE, ZIP CODE, COUNTRY 

Baddi, Himachal Pradesh, 173205, India 
TYPE ESTABLISHMENT INSPECTED 

Drug Manufacturer 

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. 

The observations noted in this Form FDA-483 are not an exhaustive listing of objectionable conditions. Under the law, your 
firm is responsible for conducting internal self-audits to identify and correct any and all violations of the quality system 
requirements. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

QUALITY SYSTEM 
OBSERVATION  1 
There is a failure to thoroughly review any unexplained discrepancy and the failure of a batch or any of 
its components to meet any of its specifications whether or not the batch has been already distributed.   

Specifically, 

A. During the preventive maintenance of Perkin Elmer UV Spectrophotometer ID #G/QC/225 connected 
to software and computer (UV WinLab ES 6.5.0.103 and computer ID #ABA/EQ/QC/COM/01187) 
on 06/28/2023, you encountered a failure for the instrument where the power supply and main board 
of instrument was not working. According to your service provider on 07/28/2023, the equipment 
could not be repaired. On 12/082023, you proposed to retire Perkin Elmer UV Spectrophotometer ID 
#G/QC/225 as change control PR ID #128741. Yet, you have not performed an investigation and any 
impact assessment on the previous generated test results from the UV Spectrophotometer before 
recording the instrument malfunction. You have tested  batches of multiple products on that 
instrument which have been released into US market. For example, 

Date of Analysis Product Name Batch No. Shipped to US Release Date 
3/30/2023 Tablets Yes 
4/6/2023 Tablets Yes 
4/13/2023 Tablets mg Yes 

SEE REVERSE 
OF THIS PAGE 

DATE ISSUED 

03/27/2024 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 
1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 
"Upon completion of any such inspection of a factory, warehouse, consulting 

laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has been 
prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




