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EMPLOYEE(S) SIGNATURE 

Unnee Ranjan, Team Lead Inves tig ato r 
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3/6/2024 

This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detennination regarding yom compliance. If you have an objection regarding fill 

observation. or have in1plemented, or plan to implement, co!1'ective action in response to an observation, you may discuss the objection or 
action v.-ith the FDA representative(s) during the inspection or submit this infom1ation to FDA at the address above. Ifyou have any 
questions. please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1: 

Procedures designed to prevent microbiological contamination of drug products pmporting to be sterile 
are not established and followed. 

Specifically, 

a.On 2/26/2024 during b)(4 operation of MenA Vaccine batch (b) (4) using (6)(4 unit 

and after exchanging (b) ("1-) ~-~-~-., ~------ located approximately 
(b) (21-) vials, the gradG,:~ operators did not reject the product 
vials located directly below the intervention. As per your SOP instrnction# 9000085445-02, 
before carrying out a 4 change, the line must be {6) so that there are no vials in the 
(6) (4) .-----,----,---~· However, the operators did not ensure that the (6J ~ line was 
(b) ( 4) to the intervention. In addition, there is not documentation available in the executed 
batch records to ensure that the operators ( the D) (4 lines or reject the b) 4 product vials 
(6) (4) .---the inte1ventions. The film has used the D} {4 unit to ~ RabAve1t (batch 
b 4 , Expi.ty 6) (4) ) and MenA Vaccines (batch b 4) and Expi.ty 6 4) ) 

for US market. 

b.On 3/6/2024, during set up operations of(6 (4 unit for MenA batch (b) ( 4 )__, I obse1ved the 
shoulder of Grade:> operator touch the Grade}!! side of the 6 4) . No sanitization was 
perfo1med on the Grade !) side of the (6) ("1-) before closing the (b) ("1-) 
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OBSERVATION 2: 

There is a failure to thoroughly review any unexplained discrepancy whether or not the batch has been 
already disfributed. 

Specifically, investigation related to (6) (4) of Aluminum Hydroxide 

(b) ( 4) ..--------- is not adequate. Aluminum Hydrnxide is an adjuvant used for 
Infanrix, (b) (4 , Pediarix, and Boostrix Vaccine products for US market. On 06Apr2023, (o) (4) and 
D 4 were observed on the 6 4 of D 4 which is 

used for the(b) (4) of Aluminum Hydroxide bulk material (Deviation# 200991257). The root 
cause was identified as (b) ( 4) of (b (4) due to (b) { 4) contact with Aluminum Hydroxide 
suspension. Based on the investigation you have idenMied that a contact time of more than (6) (4) 
can lead to (6) (4) parts. However, the investigation was not extended to other (6) (4) 
- surfaces to re-evaluate the established dirty hold times of 72 hours for fixed equipment such as 

but not limited to (b) (4) .-----------' and D) (4 for b) (4 parts, such as not 
limited to 6) 4 utilized for Aluminum Hydroxid ~ <4l production. 

OBSERVATION 3: 

Separate or defined areas to prevent mix-ups am deficient. 

Specifically, your fim1 failed to discai·d and/or transfer (6) (4 materials to a physical quarantine 
location to prevent the materials being used beyond (o) (4) dates. (o) (4 materials were observed to 
be stored in our (6) (4) on 2/27/2024. T ere was no clear emai·cation between ( 
materials and (o) (4) or (o) (4 materials in your (6) (4) . More than (6) ( 4) 

material batches (material lots) had been identified that ai·e currently stored at the 
--------
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same location with yom (b) (4 or (6) (4 materials in your(b) (4)-~~----
In addition your written procedure LSOP-9000056691-12 "Execution of Destrnctions" re uires that, 
"materials to be destroyed are (b) ( 4) ...--~ in room (b) ( 4) " until 
physical destrnction. There are more t an b 4) materia material lots i enti 1ed with 
status "(6) (4) " that are cunently stored in your (b) (4) 

~-----~ 

OBSERVATION 4: 

Documents and {6) (4 drng products are deficient. 

Specifically, your film failed to ensure conect I:>) (41 were applied to {4 drng product containers 
before release. The final t>) (4 on your containers that hold ~6} (4J drug products contain inconect 
expiration date . The expiration date on th {6 (4 was not based on the associated stability studies. 

Furthe1more, your documentations that accompanied with the [ (,ii. dtug product shipment including 
the packing lists, contain incorrect information. The documents do not bear an expiration date 
dete1mined by the associated stability studies and do not match with the expiration date on the container 
I:>) (4) that hold {ti 4 dtug products. 

* DATES OF INSPECTION 
2/26/ 2024( Mo n), 2/27/2024(Tu e), 2/28/2024(Wed), 2/29 /2024(Th u), 3/01/2024(Fri), 3/04/2024( Mon), 
3/ 05/2024(Tue), 3/06/2024{Wed) 
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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." 




