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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 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: 

OBSERVATION 1 

The Quality Unit has not established adequate procedural controls and oversight to ensure the 

accuracy of environmental monitoring data. Environmental monitoring data from data collection 

sheets are manually entered into uncontrolled electronic spreadsheets, which are subsequently used 

to generate reports and graphical analyses. During the inspection, multiple discrepancies and 

inaccuracies were identified between the source data and the corresponding reports. Due to 

inaccurate and incomplete environmental monitoring data, the effectiveness of corrective and 

preventive actions (CAPA) implemented in response to Observation 2 from the Form FDA 483 issued 

October 2023 cannot be adequately assessed. Specifically, 

A. Deviation reports contained inaccurate data on mold recoveries. 

i. Deviation DV2000016762 report lists inaccurate mold counts data which differ from 

source data form (FORM-BTO-QC-0108, Doc. Control no. 72). 

CbTt,RP-B. ~ CbTOO rend Analysis Summary Report for Environmental Monitoring i 

0TO-003811, Versio11 1.0, dJJIJ• uvt!J u11 Aµr ii 8, 2025) w11ldi11t!J i11dLLur dlt! udld u11 111ulJ 

recoveries compared to corresponding deviation reports or discrepancies: 
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i. Section 4.1. No. of Fungal Recoveries in Grade C and D areas as per! (b)1-41 
4

graph (Figure-2: Graphical representation of (b)1 iFungal recoveries in Grade-C 

& D fromI (b)1-4J ungal trend in Grade-C & D) lacked a y-axis label. 

Although the firm stated the y-axis represents cumulative mold recoveries (CFU) per 

l <6>14!mold recovery data from related deviations (DV2000016618, 

DV2000016662, and DV2000016965) were not accurately included in the analysis. 

ii. Section 4.2. Fungal counts recovery in Grade-C Settle plate monitoring excluded 

deviations (DV2000017128 and DV2000015438) for analysis. 

iii. Section 4.3. Fungal counts recovery in Grade-C Active air sampling excluded 

deviations or contained inaccurate data (DV2000015799, DV2000015522, 

DV2000018464) for analysis. 

iv. Section 4.4. Fungal counts recovery in Grade-D Settle plate monitoring contained the 

following discrepancies: 

a. Graph 4.4.1 heading incorrectly stated "graphical representation of f ungal 

counts recovery in Grade D Active air monitoring," while the graph was 
(6)14l . ,

labeledl r 
.Fungal counts m Settle plate Grade-D'. 

b. Fungal counts recovery in Grade-D Settle plate monitoring contained 

inaccurate data from deviations (DV2000016762). 

V. Section 4.5. Fungal counts recovery in Grade-D Active air sampling excluded 

deviations or contained inaccurate data (DV2000017472 and DV2000016662) for 

analysis. 

C. Summary of retrospective assessment for incident related to environmental monitoring 
c (b)l41 (b) (41 CbT(4~I

excursions i / c1<.:ilily (Duration: l to l ,(document No. RP-BTO-

004435, Version 1.0, Approved on September 1, 2025) contained incomplete and inaccurate 
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data presentation. The summary graph entitled "Mold recoveries: No. of Instances with mold 
ttiJT4l, fa ii edrecoveries observed with fflount from1 (6feil~facility (Fro (bTC~t~~ 

to include all documented mold counts ~:ffi}ctFU for grade-D classified areas from (bTC, 
1 

to l (bT{, 

OBSERVATION 2 

The firm failed to establish adequate document control procedures and oversight mechanisms to 

ensure appropriate management of written documents. Specifically, 

The current DOCHUB system permits users to download approved documents in Microsoft 

Word format without embedded approval signatures. This system configuration creates the 

potential for unauthorized document modification, as users can alter content and subsequently 

save documents in PDF format, generating uncontrolled copies. This practice is inconsistent 

with the firm 's own work instruction document (WI-GLOB-IT-0304, effective July 12, 2024), 

which restricts export or printing of uncontrolled document copies to authorized document 

coordinators and system administrators only. Specifically, documents (No. RP-BTO-001232, RP-

BTO-001234, RP-BT0-001235, RP-BTO-001237 and RP-BTO-001238) provided in PDF format (in 

response to records requests pursuant to Section 704(a)(4) of the Federal Food, Drug, and 

Cosmetic Act) displayed approval status but lacked the required approval signatures of 

reviewing and approving officials and approval dates. 
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OBSERVATION·3 

Procedures designed to prevent microbiological contamination of drug products purporting to be 

sterile did not include adequate aseptic techniques during aseptic filling setup forl CbT(-0:Batch No.
(6,{il 

----Specifically, 

A. Precautions to reduce the potential block of first air were not followed during aseptic fill line 

set up tori (bY{<IY illing on September 8, 2025 to assure sterility of the unprotected sterile 

surfaces. 
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FORM FDA 483 (09108) 

i. During stopper bowl installation, a part of the open stopper bowl was placed below 

the non-sterile W(l which blocked first air for the open stopper bowl. 

ii. -91:1riAg stopi:,er bowHnstalletian, a pa40£ the op@n stoi:,i:,er bawl >.+.•as-p.laeed bel~ 

.the..o.oA-Sterile ~ leek-ee first aic for the open 5toi,per oowr.The 

operator was observed blocking first air to stoppers in the stopper bowl while using 

the CbT(l at CbT o open the CbTTil o add stoppers to the stopper 

bowl. The smoke study video (at time stamp April 212025 <6TTillVideo name 
CbTC4l CbTC4l . . . .

also shows J lockmg the first air to stoppers m the stopper bowl 
-w....,...hi-le_o....pening th CbH4l o add more stoppers to the stopper bowl. 

iii. During installation, the CbT("¾,ere mounted onto the non-sterile (6,{il 

iv. 

CbT<4lAs a result, the non-sterile W(4l locked first air for the CbH4l 

CbH-0 uring filling operation . 

9ttt'ii 1g stoppeF bow I i, ,staH-atien, a Jilaft of tl=te oprn stopper tiowi-was plaeed below 

the ooo-stecile wc~ck@d tirst ai1 fur tli2 epefl stopper so~ .After the 
(b)(4~ · - · - - - .. overs were removed with the tweezers, the operator was 

""o_b_s_e_rv_e_d- bl_o_c-ki_n_g_first air to the unprotected Cb)C4l hile adjusting the 
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(b)l4t · · t·r· d (bT(4l ' ' H f·II· r·B. ____,____,were u 1Ize on _____ unng operations. owever, post- 1 mg samp mg 

procedures involved contact plate sampling of onl iJ( 
4 

thereby preventing 
·1· f (b)l4l urfaces. assurance of sten Ity or____.. 

C. The sterility of_____... "c
4 

ould not be assured due to the placement of a~----. iJC
4
l 

~ 4 (tir(4l ~ 
(b)( positio~ed below the,_____......., a~ the initiation of filling operatio,ns to collec 
____(b_~<_ Th1 (b}'(4~ollected in the (bJ ~ presented a risk of (bJC4l dd itio~ 

.d d ·1 • d • • • I d • (bJC4l):>cannot be cons, ere sten e as It un ergoes sanit1zatIon on y unng, roce ures 

rather than steri lization. 

D. Small area of open skin was noticed between the goggles and the mask of one of the operators 
<6H4during the fill line set up. Open skin was also noticed on the smoke study video of 

--~(b' TC41 fl4l
interventions (Time stamp April 21, 202S video name; j 

nally, the (b}'(-4 
d 

OBSERVATION 4 

The risk assessment (QUA-BTO-2275 - Risk assessment for viral cross-contamination cont rol in 

drug product manufacttiring ;it th (b)l4l nr:ility, vPrc;inn 7, npprnvPri nn August~. 202:i) for virnl 

control at Dr. Reddy's Laboratories is inadequate to mitigate the potent ial virus cross 
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contamination risk otl CbT'idrug product (DP) and does not align with the current 

industry standards and ICH QSA guidelines. The manufacturing o~ CbT'i:>p intended for the 
4 

United States market is conducted in a shared manufacturing facilit CbH ~ hich concurrently _ 
(b)(4l

processes multiple drug products for non-United States markets, includin 
(b)(4)J (b)(4)

I he drug substance for these non-

United States market products is manufactured in facil it ies <6TT4'(with the 

exception ofr yt,4jNhich is manufactured inl (bT Unprocessed bu lk haryest materials for non-

United States market products manufactured inl CbH
4
~ o not undergo routine 

adventitious virus testing for commercial production batches. WhileI (byt-4J P manufacturing 
1141

withinl (b utilizes dedicated product contact equipment, non-United States market DP that 

have not undergone the adventitious virus testing share the same Restricted Access Barrier 

Systems (RABS). Most shared surfaces are sanitized but not sterilized between product 

changeovers. Although the risk assessment proposes cleaning and sanitization strategies, t hese 

strategies fail to demonstrate elimination of viral cross-contamination risk. 

OBSERVATION 5 

Written documents are inadequate to ensure proper documentation and analysis of critical 

manufacturing operations. Specifically, 

A. Report VALRP-BTO-002395, Summary report for airflow visualization study and assessment of 
4 

aseptic interventions during vial fillingj <6rt ~(Version 1.0, approved on September 3, 2025), 

failed to provide a comprehensive analysis of the smoke study videos and contained only a 

checklist of interventions performed. The report did not adequately evaluate or document 
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critical observations from the video footage that could impact sterility assurance. Specifically, 

raw smoke study videos (file nam~ CbT(4Time stamp: August 21, 20251 (6f( 
4
} 

I (li)\44}1howed some smoke moving against the flow direction with observable 

turbulence, indicating potential disruption of unidirectional airflow patterns. However, this 

event was not documented, analyzed, or addressed in the corresponding report. 

B. Report VALRP-BTO-002193-50 ml, Revalidation o CbTC, 

01), (version 1.0, approved on February 20, 2025), does not contain complete record of data 

and comprehensive analvsis for major tests, including1 

( CbH4~test) and endotoxin challenge study. Each test result is 

Cb1l, 

documented with only a single sentence described as "Observations," which fails to provide the 

detailed data analysis and comprehensive evaluation necessary to demonstrate that the 

equipment consistently performs as intended. 

C. SOP-BTO-PR-0393, Aseptic Assembling and disassembling of Sterilized Accessories of Vial Filling 

and Stoppering Machine CbTC4vF-01), (Version 12, effective date August 8, 2025), Step Cb>lj ists 

an operaticm that was not performed. Specifically, stepl C6J(4}equired to Cb)l ABSl..:..Jat 

thtj CbH
4
1ot the filling machine. However, this operation was not performed during the 

1 '"H4
Jifling line setup on September 8, 2025. 
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