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This document listS observations made by the FDA rcpreserna1i-.\s ) durinl! the inspection o f your facility. They arc inspection al observations, 
and do not represcnt a final Agency determination regard ing your complianct. If you have: an objection regarding an observation. or have 
implemented, or plan to implement. corrective action in response to an ob, ervation, you may discuss the objection or action with the FDA 
reprc:~ntativc(s) during the inspection or submil 1h1s mformauon to FOA at the address above. Ifyou have any questions. please contact 
FDA at the phone number and address above. 

DURING Al'l INSPECTION OF YOUR FIRM WE OBSERVED: 

FACILITY AND EQUIPMENT SYSTEM 

OBSERVATION 1 

Equipment and utensils are no1 cleaned at appropriate intervals to prevent that would alter the safety, 
identity, strength, quality or purity of the drug product. 

Specifically, 

A. The (b><
4> non-dedicated (b)(4) _,_·...--c-."- used in the manufacturing of (b)(4) 

(b)(4) drug products or t ,e US market at your firm have not been appropriately 
cleaned since their instalfa(lon several years ago. For example, 

Ta ble I 

(b)(4) lD No.: installation date Years s ince(b)(4) )uct not cleaned 
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·1 r-' (b)(41)1, - ~~PI. On 28-Jan-2026, we o bserved bm d-up o atenals on(b)(" A 
Filier and itS(b)(4) ~and throughout. rhe~ H4> Duct on bH4) b~~ IDs:(b)(4 (b)(4) 

rrtoc:ite m von bloc . (b)(4) 
(b)(4) J hrou_gh t elbH4) ~ EPA lterp,H4) [j tias me potential to call)' these 
materials into the ,(b)(4) and contaminate the (b)(4) roduct undergoing ~ -7The 
equipment usage status ofthesefb><4> ~n 28-Jan-2026 was as rouows: 

Table 2 

Sr. 
No·. 

Equipment 
·number 

Equipment 
status 

Type of 
Cleaning 

Last Cleaning 
Date 

Pervious product 

(6) (4) 

' 

j 

These~ re used in the manufacturing ofthe fol lowing examples O~(b)(4) ~drug products 
at varying strengths that are sold into the USA market: 

Table3 
(b)(4) 
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(b) (4) 

On 29-fan-2026. your firm collectea multiple swab samples from ctmerent 1ocat1ons or meCbH4> 
~)(4) HEPA fil ter (b)(4) _Js well as the(b)(4) 
duct and analyzed swab samples for chemical analysis by APCC mefhod to identity the presence ot drug 
substances and related degradants of the previously manufactured drug products. Test data revealed the 
presence of different dmg substances observed above the acceptance limit used for cleaning 

verification/cleaning validation indicating a potential risk for drug products cross-contamination with 
...othec...cimp__nroducts acti~e materials (.dru. g substances) that were manufactured using the (b)(4) IDs: 

0000 

HPLCs are tabulated as follows: 

• •Examples of swab sample test results for chemical analysis by 7
Table 4 (HPLC ID: HPLC0008) 

Acceptance Lim it: i(b) '4) mcg/swab 

Sampling location 

Results of 
6)(4) __J 
(Analyses Date 

Unknown Peaks 
identified on 31/01/26 

Results of Unknown Peaks 

2JfnF16) 
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Results o.r 
(b)(4) 7 Unknown Peak's 

Results of Unknown PeaksSampling location identified on 31/01/26 
29/01/26) 

(Analyses Date 

(b)(4) 

I\ The swab anrilyses results werefound as high as approximately 250 times the acceptance limit. 

Table 5 (HPLC ID: HPLCOOOI) 
Acceptance Limit:(b) (4) mcg/swab 

Results of 
Results ofbu-;:::J Unknown Peaks 

Results of UnknownSampling identified on~)(~ ___J b_4) [Analyses Peaks(Ana yses Datelocation Date 29/01/26) 31/01/26
7Qf0_1 D i-\(b) (4) 

I\ The swab analyses results were found as high as approximately 380 times the acceprance limit. 
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Table 6 (HPLC m .:....HPLC0002) 
Acceptance Lim it:(b)(4) neg/swab 

Results of(b>C4> Unknown Identified Results of Unknown Sampling location (Analyses Uate 
status on 31/01/26 Peaks 29/01/26) 

- (b)(4) - ,_ 

-

-Following the swab sample chemical test results for(b)(4) lDs: 
(b)(4) 

.._on 30-Jan-2026 your fi rm reported Field Alerts for (b)(4) drug products that are manufactured in 
(b)(4) block. ,_ -
O n 05-Feb-2026, your firm collected additional swab sam ples from (b>C•> IDs: (b>C•>·- -(b)(4) or chemical analyses and analyzed swa b samples using a newly validated swab samples 

1 

1es't melnocl by HPLC (APL/GT/O026-0 l ), which is supposed to detect all active components (drug 
substances)(bH•> analysis. The swab sample test results obtained us ing this method further confi rmed 
potential for carryover and cross-contamination between drug produc ts that were manufactured 
these non-dedicated (bl<•> J xamples of the swab sample ana lyses include the fol lowing: 

us ing 

Table 7 (HPLC ID: HPLC0008) 
Acceptance Limit: ~ meg/swab 

(b) (4) 

I 
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" The swab analyses res{tlts werefound as high as approximately 545 times ro the acceptance limit. 

Table 8 (HPLC ID: HPLC0008) 
Acceptance Limit: /bH4) ~/swab 

(b)(~) 
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Additionally, the swab sample test results (Tables 4 to 8) are artificially low by approximately 50% as 
the swab stick could not adsorb/retain large amount O~(b)(4) materials that were present on the (b)(4) 
X (b)(4) surface area that was swabbed for each swab sample. 

Furthennore, swab sample testing ofoH4) :refer to Tables 4 to 8) showed unknown peaks randomly 
eluting at different retention times in rnulripre swab samples tested by HPLC. These unknown peaks were 
not identified and accounted for in the above tables. There is a potential that the unknown peaks could be 
due to active and degradant materials ofdrug products manufactured using these(b)(4)__......, 

2. On 28-Jan-2026, we observed potential for growth of microbial contaminants due to the presence of 
bird droppings and layers of dust particles inside the&2J4]ilterP,H4) )t(b)(4) 

,,2[.n,H4) ID: (b)(4) We also 9bserved dust materials and potential microbial growth msicle the 
<bH4) fi lt~r (b)(4) with~~ ¼ filter efficiency) and (b)(4) HEPA filter i(b)(4) fo filter efficiency) 
(b)(4) of th1s(b)(4) 

On 29-Jan-2026, your Microbiologists collectedb)(4) •5wab samoles for microbial tests from the,(b)(4) 
• f1 HE fi I ' (bf<4

,(b)(4) section o (b)(4) PA I ter(b)(4) f!J(b><4> Duct 
(b)C4> } ~ testi ... ng- re_v_e·a- 'led I N IC ( I oo umerous o 

Count) fungal, mola-, ..-- c er otal Vial5le 1:'art1cufite Count C[\TPC) colonies. There is a potential6ac-t~-,-a·1, and 
for microorganisms, fungal. east and mold [!rown inside the (b)(4) H EPA filter (b)(4) to get 
carried with the 4 through the(b)(4) Duct into the " 4 anc( potentially contaminate the 
product while it is used for the manufactunng of(b)(4) drug products. The details of the 
microbial cests result are as follows: 

Table 9 

Microbial test 

TAMC 

TYMC 

Pseudomonas 
Aeruginosa 

Plate method results 

TNTC 

Growth Observed 

Confirmatory testing results 

Not Applicable 

Oxidase test found Positive indicates 
presence of Pseudomo11as aeruginosa. 
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Microbial lest 

Staphylococcus 
Aureus 

Salmonella 

Escherichia coli 

(E. Coli) 

Plate method results 

Whitish and yellow colonies observed. 

Pink Colonies with )'ellow zone 
observed on !bH4l .-._J 
~)(4) plates. 

Whitish Pink mucoid colonies 
observed. 

Confirmatory testing results 

Coagulase test found Negative for 
Staphylococcus aureus and indicated the 

presence ofother members of 
Staphylococcus genus. 

Results found Negative, However, growth 

on~ ------
plates indicates presence of the other 

members ofEnterobacteriaceae family. 

fndole test found Positive indicates 
presence of£. Coli along with other 

member ofEnterobacteriaceae family. 

TYMC: Total Yeast and Mold Count 
TAMC: Total Aerobic Microbial Count 

The evaluation of confirmatory testing results for Salmonella showed no indication of colony collection 
and transfer to the media as it was seen for positive control plate. This was indicative ofpotential lack of 
testing integrity while perfonning microbial testing. 

B. Your Preventative Maintenance (PM) o ~ is deficient for the fol lowing reasons: 

1. Your procedure SOP No.: FU7-EN-MNP-007, Titled: "PREVENTATIVE MAINTENANCE 
PROGRAMME", Version: 15.0, Effective date: 24-Sep-2025 has no mention of Quality Unit 
responsibilities on the pJiysical verification of the condition o 0(bH4> Duct, CbH4> HEPA filters and 
overall conditions of1Cb~ --p f fbH4) ____,during periodic J)reventative maintenance. Therefore,_ _
your Quality Unit failed to evaluate conditions of these areas of (b)(4) o q(b)(4) land your 
Engineering unit simply focused on following the timelines for the replacement ot (b)(4) HEPA filters 
without reco_Jmizing the exces~(b)(4) materials present inside the,(b)(4) b uct anotfie surrounding 
areas o CbH4> f-IEPA filter inside tfiC[(bH4> t...s a result, there were no investigation logged to detennine the1 
impact and risk of potential products cross-contamination. • 
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2. There is no mention of periodic maintenance requirement in your procedure (FU7-EN-MNP-007) for 
preventative maintenance. However, your maintenance depanment was conducting(b)(4) 
~eriodic ma intenance o (b) 4 The evaluation of checklists (Document No.: FU7B-:PMP-<iEN-U28) tor 
(b){4) preventa(ive maintenance revealed reqµiremen t for the cleaning of all filters of H4> i'r'our Sr. 

CbH6> G I M (b){6) . h . . CbH6> d E .General anager Dy. enera anager Senior Tee meal Assistant an xecut1ve 
(b)(6) 

ofEngineermg and Maintenance Department stated that they have cleaned(b){4) 
)(4) pnly during (b){4) preventative maintenance but they have never cleaned~ t::PA: 

filter. The evaluation of<bH4) fomH4> ID: (b){4) on 29-Jan-2026 revealed the 
presence of large amount of bird dropping, dust and (b)(4) materials while these filters were Type-C 
(product changeover) cleaned on 22-Jan-2026. This(bH4) was m "Cleaned" status during the inspection. 

C. Your Quality Unit lacked oversight on the cleaning of(bH4> ___ ___ _ __ For example, 

On 28-Jan-2026, your Executive(b1 C6) from Engineering unit stated that all filcers of (b){4) 
CbH4> HEPA fi lters) are cleaneo by T pe-C cleaning (oroduct changeover cleaning) method. He 
demonstrated Type-C clea~ on (bH•> TD: (bH•> for (bH4> HEPA filter CbH4> oy insening his 
hands through the ___ CbH•>and mentioned to wipe-out(bH4> 'materials using 
a lint free cloth until the le,!!_gth of hand reach which is roughly only about 15 to 20%ofthe total surface 
area ofoH4> HEPA filter(b)(4) However, on 03-Feb-2026 the same Executive stated that there is no 
Tyoe-C c eaning performe On(b){4) HEPA filter(bH4) and that his earlier statement about the cleaning 
of(bH4> _JlEPA fil ter H4> was not truthful. 

Moreover your fion hac; no documented procedure relating to Type-C cleaning for(b){4) that(b){4) 
(b){4) toCbH4> Additionally, there is no oversi ht of Quality Unit on the cleaning 
and maintenance ofn."4> This was evident as build-up ofl CbTC4> materials 
was observed OnCbH4) HEPA Filter and its (b)(4) and throughout the (bH4> Duct of (b)(4) IDs: 

CbH4l d fi 1· I d • • h •an t ere was no qua 1ty events ogge to mvesugate t ese issues--- ---,.-which has potential to cause cross-contamination betweenl®~> --~ _______ drug products. 
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PRODUCTION SYSTEM 

OBSERVATION 2 

Appropriate controls are not exercised over computers or related systems to assure that changes in mas ter 
production and contro l records or other records are insti tuted only by authorized personnel. 

S pecifi cally. 

A. Multiple(bH4> empty trial runs were observed orior to official batch oroduct ion 
runs during the review ot :LU2J-LU.C4 backup data for equipment No (bH4> without 
any documented explanation, batch record instructions, or standard operating procedures. In add ition, the 
empty trial runs were not recorded within theo,H4> C<@ipment us~e logbooks. For example. the following 
batch and audit trai I reports were generated for <bH4l ___ Area: 4> on 

6thJul , 2023: 

Batch Number Start End 
file Name Product Name and Lot Date/fimc Date/fime 

N umber (User) (User)(b)(4) 
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File Name 

' 

' 

' 

Product Name 

(6) (4) 
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Batch Number 
and Lot 
Number 

EndStart 
Date/fimcDate/fime 

(User)(User) 

However, there is no documented reasoning for the need to nerform multiple empty trial runs between lots 
of the same campaign batch manufactured approximately b)(4) ;apart from each other. 

B. According to the Associate Vice President (A VP) of Quality Assurance, the 6)(4) Block 
(b)(4) lProduction Office (Room NO.(b)(4) lis routine Iv used to nrint and review alann ana au it trail 
1 . . . I (b)C4J d Threports of product,on equipment invo vm ro ucts. e 
printed reports are signed off and 1hen attached to final batch production records. On January 28, 2026, 
an unplugged computer system was observed to be backdated to November 3, 2025,!(b)(4) upon start-up. 
According to the Senior Executive of Production, the computer system has a shared usemame and 
password for the department. In addicion, che same computer has penTiissions for deleting files and 
permanently delete files from the computer recycle bin. There is no documented explanation for the need 
for production officers to have deletion controls and access to additional applications, including a raster 
graphics editor for image creation and editing. 

In addition, the Human Machine Interface (HMI) panel of the printer located in the same~H4> J production 
office displayed multiple copy jobs logged between November 27 at ~H4> land Decem er 4 a{(b)(4) 
~ According to the Associate Vice President (A VP) of Quality A~surance, there is no documented 
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reason ing or instruccions fo r making unverifiable copies from the printer. In addition, the IT Administrator 
stated that he is unable to retrieve the document details or year in which the documents were copied (e.g. 
2025 v s. 2022) due to software limitations. 

C. T he lndust ial Panel Computer (lPC) of the Document Storage and Retrieval System (DSRS) in Zone 
(b) md Zone(b> 1rea used to manage, generate, and print commercial batch production records (BPRs) was 
4boserved tcf4~ave permissions for deleti ng files and permanently deleting fi les from the computer recycle 
bin. There is no documented explanation of the need for the Quality Assurance Senior Assistant to have 
permissions for deleting files, recycle bin capability, and access to additional applications in DSRS, 
includ ing for: 

I. Raster graphics editor for image creation and editing. 
2. Creating dig ital notes directly on the desktop. 

D. Your firm utilizes(b><4> =.lectrolab Trust E Model dissoluiion apparatuses in the general block quality 
control laboratory for the dissolution testing of several products destined for the US market. Each 
instrument is capable ofs toring up to 1.000 methods and storing up to I 0,000 test reports. On January 29, 
2026, it was observed that electronic test reports were not available for the following dissolution tests 
conducted on January 28, 2026: 

I. A.R. N O.(b)C4> (b)C4> ablet (b) 4 mg, Batch No. (b)C4> 
dissolution test was oertormed on ins trument ID: DISZ0038 -----

2. A.R. No. (bH4) : (b)C4l f ablet 4 mg, Batch No. (bH•> 
dissolution test was performed on instrument ID: DISZ0038 --~-

3. A.R. No. (bH4> (b)(4) Tablet ><4> mg, Batch No. (bH4> 
dissolution test was oerfonned on ins trument ID: DISZ0040. 

4. A.R. No.(b> <4> )(4) Tablet ~ g, Batch No.(b><4> 
dissolution test was performed on instrument ID: DISZ0040. -----

Accord ing to your instrumentation engineer, after I0,000 test results, the system will overwrite the 
previous results. This pract ice creates a significant risk of data loss and potentially leads 10 the loss of 
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critical analytical data required for product release. Your firm has failed to establish and implement 

adequate procedures for backing up analytical data from these dissolution apparatuses. 

E. During the review of the dissolution analytical package for~)(4) __jfablet USP(b)(4) mg, it 
was observed that your employee shared their login credentials on several occasions with other employees 
to perform dissolution test runs. Sharing login credentials comprom ises the traceability and accountability 
of analytical data, as it becomes impossible to determine which individual performed the testing or 
reviewed the results. The following are the examples where employees shared their login credentials. but 
are not limited to: 

I. A.R. No.bH4> J~ [ ablet~ rng, Batch No.~H4> I 
diss(!lution test was performectonJanuary 2 , 2026, using instrument ID: DTSZ0038 

2. A.R. No. l(bH4> j ~H4> ~ ablet(bH4> g. Batch No. ~H4> I 
dissolution test was performed on January 23, 2026, using instrument ID: DISZ004 I 

3. A.R. No.b)__m l~H4) ~ fabler ~>,s2,Jng, Batch No. ~)(4) I 
dissolution test was performed on Decem er 12, 2025, using instrument ID: DISZ004 I 

F. On January 29, 2026, the Executive of~ listed(bH4> Packaging Area had logged in to the 
desktop of the weighing balance integration system IPC ID No. SPCB0027 using the login ID ofanother 
person (Senior Executive of l(bH4> IPackaging). There is no documented reasoning of the need for 
packaging personnel to share user login IDs and passwords. 

OBSERVATION 3 

Master production and control records lack complete manufacturing and control instructions, sampling 
and testing procedures. 

Specifically, 
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A. During the inspection it was observed that the executed batch production records for table t 
compression opera1ions do not include designated fields or provisions for recording the time when 
stratified samples are collected during the compression process. The absence of sampling time 
documentation prevents veri fication rhat samples were collected at- appropriate intervals 
throughout the compression run, that the stratified sampling strategy was properly executed, and 
that adequate process control was maintained during critical manufacturing steps. Additionally, 
the calculation for the stratified sampling plan was not available in the batch records. The 
fo llowing are examples of batch records; we observed that strati fied sample collection times are 
not recorded, but are not limited to: 

(b) (4) 
Tablets USP Cb><4> mg, Lot 1i(b)(4> 

• 
• 

Tablets USP mg, Lot fl 
Tablets USP mg, Lot I,• 

B. According to the AVP of Qualipr Assurance production 0f)erators are responsible for visually 
detennining the rate at which th~Cb><4> _ "'""""_ incre:i<\P:'- from the start to the end 
of Lhe(b}(4) ___ process involvingCbH4> Tablet H4> :ng. There is no defined 

CbH4> limit. master batch record instructions or standard operating procedure for the Cb><4> limit of 
the Cb><4> and rate at which production P.ersonnel are allowed to increase t e variable 

;o,><4> between the qual ifi ed operational range of (b)(4) Approximately,CblC4> 
batches of@c•>--- Tablet(b}(4) mg have been manufactured since March 2023 and intended 
for the U.S market. 

QUALITY SYSTEM 

OBSERVATION 4 

Complaints records arc deficient in that they do not include the findi ngs of the investigation and follow­
up. 
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Specifically, 

A. Approximat~ 52 out of I 27 (-41 %) complaints receive? ~or all U.S. products since January 2?26 
consisted ofi(bH4) .-----USP (b)(4111cg. Tim includes ten IO consumer complaints 
received for (b)(4) and six (6) comp1aints received for(b)(4) Mfg. Date: July 
2025, Expiry Date:(b)(4) ·nvolving the following issues: 

l.2. _____________________, 

3. Difficulty separating blister units 
4. Poor oerforation quality 
5. ____,loose in packaging 

However, the followino deficiencies were observed during the current inspection for i:.:.:.:,;;,:4~-----.,!
4

USP <bH4) mcg, -----·~ (bH > Commercial Manufacturing Start Date: 
(b)(4) ____,and during review ot tneFTr'lar'lnvestlgat1on Report for seven (7) recent complaints of 
(b)(4) Malfunction -(bH4> .----=--~~rd..n~rcb oin.P' not tearing along the perforated line 
fo (b)(4) USP (b)(4)mcg, Batch No.(bH4> Report Closed On: January 22, 

2026: 

I. There have been no shipment studies performed (e.g. via air, sea and road) to ensure that 
physical stresses, such as vibrations, shocks, temperature fluctuations, and pressure changes 
do ~ot com~romise the(bH4> p mctionality, integrity, or the stability of the drug(bH4> 

1dunng transit. -----! 

2. No drop test study has been performed as of the current inspection to evaluate the durability 
and functionality ofdrugr H4> p ackaging after simulated accidental falls . 

3. No detailed risk assessment was performed to analyze potential failure modes, including(b)(4) 
(bH4> Ifu • • d fi • f; •1 A= d"--• 

.,________________...J ma nct1oning, an per oration a, ure. n no 
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assessment of risk mitigation strategies (e.g. completing a risk mitigation plan, verification of 
m itigation effectiveness, and management approval of residual risks). 

4. The (b)(4) analysis did not include assessment of 
similar products for public data ofcomplaints, regulatory history (recalls, warning letter etc.) , 
and performance benchmarks. 

------------(b)(4)c------t 

5. As part of May 2022(b)(4) --.---. Testing 
as Qer s ecification), ><4>samples were co_llected from H~> ;tab1hty CR I lot (Batch !'\lo. 

(b)(4) f owever, there was no statistical justification for selection of the sample 
~ nd sample pool ofbH4> batch for evaluating the (b)(4) !of 

B. Customer Complaint No. APL-FU7-2024-USA-PCM-O0 I05 was received on February 27, 2024, 
for "Something metall ic inside the pill" of(b)(4) Tablets USP

1
(b> /"1_g (b)(4) 

~)(4) B atch No'- c4 _ ___Exp iration Date:(b)(4) fhe corWp1ain samp e was 
rece1vea oy your U.S site for further evaluation and testing. However, there was no attempt to 
perfonn further identification or chemical analysis prior to concluding that the observed metallic 
material embedded in the tablet was instead oil lubricant from the compression machine punches. 
A blurry photo with crushed tablets on a~ ackground paper was used as documentary evidence 
to conclude the lack of foreign material as part of the complaint investigation report. The initial 

b><4> h blet \>vas split in half to reveal the embedded dark material and photographed on ~ 
paper. The same tablet, when subsequently crushed and photographed on(b><4> background paper, 
appeared (b)(4) instead of(b)(4) There is a lack ofadequate quality oversight for the complaint 
investigation outsourced to your U.S site. 

C. According to the General Manager of Global Quality, quality complaint investigations require a 
minimum of (b)(4) follow-up attempts prior to closure as per SOP APL-GP-GEN-0059 
Management of Product Complaints in the Automated Quality Management System Software, 
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Version 1.0, Effective Date: Ocrober 23, 2025. However, there is no documented explanation for 
the lack of adequate follow-up for the following complaints involving lack of effect (LOE). 

I. Comnlaim Number APL-FU7-2026- USA-PCM-00009 was received on January 5th, 2026, for 
!Tablets (b)(4) mg Batch Number: Not Available, Complaint: Lack of~)(4) 

Effect. There were only (b)<4> out of the bH4> 'required follow-up attempts and the 
complaint investigation was closed approximatel"y77 days later without any documented 

explanation. 

2. Comolaint Number APL-FU7-2025-USA-PCM-00503 was received on September 9th, 2025, 
for ~)(4) ffablets~USP,,(b)(4) mg. Batch Number: Not Available. Complaint: Lack of 
Effect. There were only (b)(4) y ut of the bH4> Irequired follow-up attempts and the 
complaint investigation was closed without any documented explanation. 

3. ComRlaint Number APL-FU7-2025-USA-PCM-0207 was received on June 03, 2025, for 
,(b)(4) j1 ablet ~ g, Batch Number: Not Available. Complaint: Lack of Effect. 
There were only (b)(4) out of theb)(4) 1required follow-up attempts and the complaint 
investigation was closed on July 21, 2025, without any documented explanation. 

4. Complaint Number APL-FU7-2025-USA-PCM-00431 was received on August 06, 2025, for 
~)(4) },ab let 1.5 mg, Batch Number: Not Available. Complaint: Lack of Effect. 
There were only (b)(4) ~ul of the b)(4) ~equired follow-up attempts and the complaint 
investigation was closed on October 04. 2025, without any documented explanation. 

OBSERVATION 5 

There is a fai lure 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, 
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A. Your Qualicy Unit lacks adequate oversight in ensuring the drug products quality and purity. For 

example, 

Your firm jfi_el.d Alerts and voluntarily recalled (b)(4) batches of 

(b)(4) TabletS(b)(4)mg c4~ d (b)(4)mg due tolhH4, ,___________ impurity content 
detected above the Acceptable Intake (Al7 imit o fi(b)(4) µgig. However, three (3) aaditionar batches 

Cb><4 we::ftound at the higher side of the Acceptable Intake 
1--------------(Al) limit when initially analyzed in Q>)c4> pnd two (2) out of three (3) batches continued to show 

upward trend of higher results (borderl ine results) when analyzed at 12-month long term stability time 
point in (b)(4) which suggests they will become Out of Specification (OOS) before theirCb><4> 

(b)(4) expiration, but your Quality Unit continued to keep these batches in the US market without additionaf 

analyses. 

Table 10 

Product Name/Strength Batch Number Stability Condition 

Accepc.able Intake (Al) Limit 

(b)(4) 

25°C/60%RH 

(b)(4) 

content (by 
LCMS/MS) 

Results in 

@(4}
c:.S"""m- on-t.-.h____. 

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

r ablets<
4 
> ~ 

._______ m~ I_-----.....l---- '--.J=">---'--:. =fablets , ----'-- ___p --' 

The above batches (Table I 0) were H4> on stability with a dela of three 3) months (i .e . (b)(4) 
and the finn was planning to conduct (b)(4) stabi lity study in(b)(4) (which is(bH4> 
after the batch expiry in ~)(4) "'d. ...◊--e 1·-yedThere was no scientific JUSt1ticati6n provide~-=ab-ut a·-, a--
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of these batches by three (3) months on stability which may potentially lead to increased 
,--' ants level and subpotent drug products being sold to the US customers. 

B. Your stability sample management and testing program is deficient. For example, 

Your global procedure APL-GP-F-QC-GEN-0001, Titled: "Stability Studies ofDrug Products", Version : 
3.0.0.0, Effective date: 09-0ct-2025 does not have a requirement for CbH4> of the finished product 
batches within stipulated timeline in your procedure. Therefore, your Quality Unit delayed in CbH4> 
batches on long term and accelerated stability conditions by multiple months. The delayed CbH4> . _.of 
finished product batches on stability led to continued stability studies post expiry of the batches forfhe 
final stability timepoint of either(b)(4) as applicable based on the product shelf life. 
There were multiple products an~ oatches that tailed at the final stability timepoint which may trigger 
additional investigations and appropriate regulatory notification and market action. 

On 09-Feb-2026, it was observed that about~ atches were c(bH4> on stability beyond 30 days of the 
batch manufacturing date. There is potential for batch failure at the last stability time point may not get 
identified causing subpotent drug products to remain in distribution in the US market. Your firm received 
CbH4>Lack of Efficacy (LOE) andu Adverse Events (AE) for the products distributed in the US market. 

C. On January 30th, 2026, it was observed that the Senior Executive of In-Process Quality Assurance 
(IPQA) had signed offon completing Batch Record verification checkpoints without actually completing 
all the required review line items, including Step No. Cb> Check to ensure results recorded on CoA comply 
with specification; Step ~~<4>Data entry in Proce~~ pad is completed; Step No(b)(4)r rocess pad data 
approved; and Step No. CbH4>AII the investigations/PNC are closed related to manufacturing, for · the 
following batch records: 

I. Tablets USP 4 mg, Batch No. 
/b)/4) 

CbH~> ([ I2. CbH4> a ets, US PCbH4> mg, Batch No. 4) 

3. Tablets, USP ~\4! 1mg. Batch No. 
(b)(4) 
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(b)(4)4 . Tablets, USP <bH4> _____, mg, Batch No. 
(b)(4)____ 

D. Released and Apr,roved Batch Production Record (BPR) for (b)(4> mcg, Batch 
No. (b)(4) M fg. Date: February 2025, Expiration Datc: <bH4l was observed to have 
multiple blank and unused checklist copies attached. There is no documented reasoning for the additional 
page requests that remains blank in the approved BPR. This includes : 

I. Two (2) open blank copies fo r Type C Cleaning Work Sheet for(b>C4> Reference SOP: 
FU7-PR-MF-CLN-009. 

2. Four (4) open blank copies for Checklist for Movement and Usage of(b)(4) Equipment, 
Reference SOP: FU7-PR-GEN-005. 

E. According to the Document Re_guisi tion Form Logbook (APL-GP-GEN-0001), one (I) copy of the 
Area Line C learance Checklist (b)(4> Document No: FU7B-QA FORM-001) was requested as part of a 
product development batch from the Document Storage and Retrieval System (DSRS). However, two (2) 
copies of the same form were ins tead present in the In-Process Quality Assurance (IPQA) office of the 

<bH4> Block:<b><4> lAccording to the AVP of Quality Assurance, the QA department had 
overlooked tfie'required number ofcopies written in the logbook and issued t\vo copies instead ofthe one 
( I_) required copy. 

OBSERVATION 6 

The responsibilities and procedures applicable to the quality control unit are not in writing and fully 
followed. 

Specifically, 

Your Quality Unit lack an adequate oversight in ensuring the integrity of testing data. For example, 
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A. Microbiologists responsible for (b)(4) samples collection potentially fals i tied sample collection 
~ita_On 02-Feb-2026, we verified (bH4> sample collection activities by your Microbiologists 
< from multiple sampling locations ofr. 4> -~- _____ system and manufacturing 

su ites. It was observed that Microb io logists took approximately twice the amount oftime while collecting 
swab samples than what they repo.ted in their previous test data worksheets. It was practically impossible 
to collect~ samp les from sampling locations in the reported time due to (b)(4) of the 
manufactunng rooms with (b)(4) Additionally, the microbiologists did not perform primary gowning prior 
to entering inside the manufacturing suite and they were running in the process ofcollecting(b><4) 
sample. Even after l)Utting all these anempts, the Microbiologists took about twice the amount o time in 

col lecting Cb)(4) han the reported time in worksheets as indicated in the table below: 

Table 12 
(b) (4) 

8 . According to your (b)(4)___ collection procedure, (b) 4 is (b)(4) prior to 
collecting(b)(4) in sampling bottle. On 02-Feb-2026, it was observed that M 1crot>101og1sts wn11e collecting 
CbH4> from the samQling locations ofl 4> room~(b><4> the entire room along 
with sect ions of the adjacen 4 and compression rooms and corridor with the"'"

4
' During this 

(b)(4) the tablets compression room (b)(4) was in use for compressingu -e--- ~ablers 
USP (b)(4)MG. The operators working inside tablets compression room continued to keep working with 
their.(\,)(1) shoe cover and gowning. 

During the interview, M icrobio logists stated that they have(b)(4) the manufacturing rooms each time 
wh ile collect ing (b)(4) samples and they notified the issue to their supervisor. However, there is 
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no investigation initiated, no risk assessment performed, and no corrective action and preventative action 
taken. 

OBSERVATION7 

GM P training is not conducted on a continuing basis with sufficient frequency to assure that employees 
remain fa miliar with CGMP requirements applicable to them. 

Spec ifically, 

Review of your training program revealed significant defic iencies in training completion compli~ 
S pecifically, it was observed that from November I, 2025, to January 31, 2026, approximately (bH~ 
training documents were pending completion among active personnel. According ro your wrmen 
procedure Docwnenl Number APL-GEN-0010: Training ofPersonnel Using EPJQ Learn fQ, Effeclive 
Date: December 18, 202-1. Section 2.5.2, employees are required to complete assigned training within 

(b>(Llf training issuance. 

LABORATORY CONTROL SYSTEM 

OBSERVATION 8 

Laboratory records are deficient in that they do not include a complete record ofall data obtained during 
testing. 

Specifica I ly. 

A. On Janua 28, 2026, during the walkthrough inspection at your microbiology laboratory in the(b~ 
(bH4l Block H4 it was observed that your Assistant Manager for M icrobiology was signing 
multiple documents with dates that did not correspond to the actual date of s ignature. Review of these 
documents revealed that none of the documents had the date ofJanuary 28, 2026, despite being s igned on 
chat day. All the documents had dates of January 27, 2026, or earlier. On muhiple occasions, your 
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employee informed me that he did not backdate any documems; however, he later stated that he did 
perform some backdating of documents. Th is backda ting was observed in the document "Microbiological 
Examination ofFinished Product: ______ ___Cb>(4' fob/et USP (b)(4) __..,mg, Lot 
flCbH4) ___ A.R. No. (1,)(4) 

B. Your standalone Electrolab Trust E Model dissolution appara tuses are capable ofgenerating electronic 
test reports for each dissolution run. T hese test reports a re electronica lly stored in each system. Your 
quali ty unit neither reviews nor prints these e lectronic records for review. Additionally, each Lest run 
should include the AR Number, Lot Number, Batch Number, and Batch Size according to section 4 .25.3 
of your wriuen procedure FUl -QC-C!-OPI-0148: Operation of Dissolution Test Apparatus (Make: 
Electro/ab, Model: Tn,st -£ 14), Version: 2.0.0.0. Effective Date: March OJ, 2024. However, this 
information is not included in the e lec tro nic test reports. The fo llowing are examples of djscrepancies 
observed wh ile reviewing the analyt ical package against the e lectronic test report, but are not limited to: 

I. The dissolution data package for Cb><4> --..-- ab lets USP Cb)(4) mg. Lot No.(b)(4) 
A.R. No.: (b)_(4) recorded thestart time as (b)(4) and the end time as "'"•' However, 
the electronic test report shows the dissolution start time as (b}(4) and theCb><•> sample 
was pulled at~: --- lThe electronic data indicates that the actua l dissolution test duration was 
approximately '<i>><•> ___ ( from (b)(4) which exceeds the 
specified Cb test durat ion by more than (b)(4) 

2. The dissolution data packag e for Cb><•> Table ts USPCb><•> mg, Lot No. Cb><•> 
A.R. No.:(b)(4) recorded the start time as ~ and the end t ime asCb><4> owever, 
the electronic test report shows the dissolution sta rt time as (b)(4) j nd the Cb><4> sample 
was pu lled at H4> The electron ic data indicates that the actual d1ssolu1ion tes t duration was 
approximacelyCbH4> (from (b)(4) to Cb> 4) .vhich exceeds the specifi ed 
><•> test duration by more than(b)(4) 

Additionally, in both dissolution runs your fi rm collec ted samples a t(bH4> Your fi rm stated 
that the Cbl<4J samples a re investigational sam ples. However. section 4 .6.6. 13 ofyour w ritten 
procedure FU7-QC-CI-OPl-088: Operation Of Dissolution Test Apparatus With Auto Sampler-
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Model-EDT-14LY. Version 6.0.0.0, Effeciive Dare March Of, 2024 specifically requires that Cb><4>11L 
sample should be withdrawn at final time for investigation purpose. 

OBSERVATION 9 

Established laboratory control mechanisms are not fo llowed. 

Specifica lly, 

During the walkthrough inspection of the Cb)(4) 'B lock (b)(4) multiple incidents were 
observed wh'ere employees were not following the written procedures. Thrs rncrddcs, but is not limited to: 

A . According to section 4 .3 of your written procedure GTP No GTP 151-07: 
DescripJion/CharacJeristics Version 1.0. 0. 0. EffecJive Date: December 23, 2021, appearance testing 
should be conducted by Cb><4J and 
observing the details in(b)(4) againstCb><4> ~ackgrounds. However, on January 28, 2026, 
an analyst from the ><4>·...-...-- ---.,-- Block (b) 4> conducted appearance testing b merely 
observing tablets through blister packaging during stability testing ofoot4l 

Cb><4> Tablets USP.Cb>< __ mg 4 :ng,o,) 4} mg). Batch 
Num ber li"'"A' Further investigation revealed that your firm has never implemented the 
requiredCbH4) === background setup for appearance testing and this procedural non-compliance 
extends acrossCb><4 manufacturing block. Your firm currently manufactures 
and sh ips more th~n bH4> products m aifterent strengths to the U.S. market and your complaint history 
reveals approximately 50 complaints related to appearance issues. 

B. On January 28, 2026, it was observed that micro biology plate reading for,®l4> (A.R. No. 
CbH4l was not conducted according to your written procedure FU7-QC-MB-OPI-007: 
Operation ofCo/onyCoun/er. Version 3.0.0.0. Effective Date: March JI. 2024. T he following spec ific 
deviatio ns from established procedures were observed: 
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I. First, your microbiologist conducted plate reading with condensation present on the lid and 
failed to visually check for minute colonies as required by the procedure. Condensation on plate 
lids can obscure colony visualization and lead to inaccurate colony counts, while failure to 
examine plates for minute colonies may result in underestimation of microbial contamination 
levels. 

2. Second, your reviewer verified the plate by holding it in his left palm, which blocked the light 
from the colony counter and prevented proper visualization of colonies during the verification 
process. This improper handl ing technique compromises the accuracy and reliability of the 
verification step, which is critical for ensuring data integrity in microbiological testing. 

3. Third, colO!)Y counter ID: COLB0000 I does not have sufficient light for proper colony 
visualization and enumeration, creating systematic limitations in the equipment's ability to 
detect all microbial colonies present on testing plates. 

*DATES OF INSPECTION 
01/28/2026(Wed),01/29/2026(Thu),01/30/2026 (Fri), 02/02/2026 (Mon), 02/03/2026 (Tue), 02/04/2026 
(Wed), 02/05/2026 (Thu), 02/06/2026 (Fri), 02/09/2026 (Mon), 02/ 10/2026 (Tue). 

Guerlain Ulysse, Investigator { ru Ji I aLd")_ IA/~ - . 
SEE REVERSE Pratik S. Upadhyay, DOC Investigator~ ,;:, DI~ r 02/10/2026
OF THIS PAGE Nibin Varghese, Investigator t \~-Y 

1/ 

'"rvuxisuxnoo,.,!!<u.n INSPECTIONAL OBSERVATION Page 26 of27 

mailto:Response@fda.hhs.gov


The observations of objectionable conditions and practices listed on the front of this fonn 
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." 


	Structure Bookmarks
	OEfARTME1\T OF IIEALl"II A:0-0 lll','1.\:-; SER\"ICES FOOD A>D DRl'G \D~11--:1STR.·HIOI\ 
	o,sr R!C • DORt.SS At:0 PHONf: NUMBER 
	12420 Parklawn Drive, Room 2032 Rockville, MD 20857 CDER-OC-OMQ-1ntcmational483Response@fd 
	a.hhs.gov 

	N 
	01 /28/2026-02/ 10/2026 
	ll 1 ""'1U,1Bll,t 
	3007373532 
	N,\>,,'1.,\N'll I Ill l.tn INl)l\ll',l!l'\J. It 1\\llnMRIJ\R I IS\ l1JI 
	Dr. Mettu M.) Madan Mohan Redd , Director 
	UkMKMO 
	Aurobindo Pharma Limited, Unit VII 
	('fTY H AIi. /IP l'"l_.>t-. ( 't ltNl'kV 
	Polepally Jedcherla Manda!, Mahabubnagar Telan ana 509302 fndia 
	Unit-VII, Sy No. 4 I 1/P, 425/P, 434/P, 435/P & 458/P, Plot SI Part SEZ TSTJC, Green lnd. Park 
	Finished Drug Product Manufacturer 
	This document listS observations made by the FDA rcpreserna1i-.\s) durinl! the inspection of your facility. They arc inspection al observations, and do not represcnt a final Agency determination regarding your complianct. If you have: an objection regarding an observation. or have implemented, or plan to implement. corrective action in response to an ob,ervation, you may discuss the objection or action with the FDA reprc:~ntativc(s) during the inspection or submil 1h1s mformauon to FOA at the address above.
	DURING Al'l INSPECTION OF YOUR FIRM WE OBSERVED: 
	FACILITY AND EQUIPMENT SYSTEM OBSERVATION 1 
	FACILITY AND EQUIPMENT SYSTEM OBSERVATION 1 
	Equipment and utensils are no1 cleaned at appropriate intervals to prevent that would alter the safety, identity, strength, quality or purity ofthe drug product. 
	Specifically, 
	A. The (b><> non-dedicated (b)(4) _,_·...--c-."-used in the manufacturing of (b)(4) (b)(4) drug products or t ,e US market at your firm have not been appropriately cleaned since their instalfa(lon several years ago. For example, 
	4

	Ta ble I 
	(b)(4) lD No.: installation date Years s ince(b)(4) )uct not cleaned 
	Guerlain Ulysse, [nvestigator 
	P
	Figure
	OA~lss.EO 

	SEE REVERSE 
	Pracik S. Upadhyay, DDC Investigator 
	02/10/2026 
	OF THIS PAGE 
	Nibin Varghese, fnvestioator 
	.... _,.." ..•"'"''""'•, n l:SSP(CTION. \ L OBSER\',\TION Page I of27 
	DEPART:VIE:'IT OF HEALTH AND tiU,\I..\N SERVICES 
	FOOO AND DRUG ADMINISTRATION 
	OtSTRICTAOORCSS AND P'"°M: N'Jl\.18€R 
	12420 Parklawn Drive, Room 2032 Rockville, MD 20857 
	CDER-OC-OMQ-lntemational483Response@fda.hhs.gov 

	OAltlS) O~ INSPE.CUON 
	01/28/2026-07/ 10/2026 
	n l 1ll:J/\.£l~ R 
	3007373532 
	N,,r..o. \Nl> 11111 ,io lt.J\f...111(' \J ,,, 'J.!1PMRJ 1"-.AI , ... ~~ n 
	Dr. Mettu (M.) Madan Mohan Reddv, Director 
	J.i UM:,;./\~0
	-

	Aurobindo Pharma Limited, Unit VII 
	l"TlY S:IJ\f1. /ll'C'11l~ 1."111.:1.trRY 
	Polepally Jedcherla Manda!, Mahabubnagar Telangana 509302 India 
	:'17 '<t-T7 l\Uf1'kl'!I."' 
	Unit-VH, Sy No. 411/P, 425/P, 434/P, 435/P & 458/P, Plot SI Pan SEZ, TSJIC. Green lnd. Park 
	IYl'tl.~l"Alll.,l!'-llJ\U,l'fl 1N:<-11 .c 1u, 
	Finished Drug Product Manufacturer 
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	I. On 28-Jan-2026, we observed bm d-up o atenals on(b)(" A Filier and itS(b)(4) ~and throughout. rhe~ H4> Duct on bH4) b~~ IDs:
	(b)(4 (b)(4) 
	oc:ite m von bloc .(b)(4) (b)(4) J hgh t elbH4) ~ EPA lterp,H4) [j tias me potential to call)' these materials into the ,(b)(4) and contaminate the (b)(4) roduct undergoing ~ -7The equipment usage status ofthesefb><> ~n 28-Jan-2026 was as rouows: 
	rrt
	rou_
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	Table 2 
	Table
	TR
	Sr. No·. 
	Equipment ·number 
	Equipment status 
	Type of Cleaning 
	Last Cleaning Date 
	Pervious product 

	TR
	(6) (4) 

	' 
	' 

	j 
	j 

	TR
	These~ 
	re used in the manufacturing ofthe fol lowing examples O~(b)(4) 
	~drug products 


	at varying strengths that are sold into the USA market: 
	Table3 
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	presence of different dmg substances observed above the acceptance limit verification/cleaning validation indicating a potential risk for drug products cross-contamination with ...othec...cimp__nroducts acti~e materials (.dru. g substances) that were manufactured using the (b)(4) IDs: 
	used for 
	cleaning 

	0000 HPLCs are tabulated as follows: 
	0000 HPLCs are tabulated as follows: 
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	Table 4 (HPLC ID: HPLC0008) Acceptance Lim it:i(b) '4) mcg/swab 


	Sampling location 
	Sampling location 
	Sampling location 
	Results of 6)(4) __J (Analyses Date 
	Unknown Peaks identified on 31/01/26 
	Results ofUnknown Peaks 
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	Unknown Peak's 
	Unknown Peak's 
	Results ofUnknown Peaks
	Sampling location 

	identified on 31/01/26 29/01/26) 
	identified on 31/01/26 29/01/26) 
	(Analyses Date 

	(b)(4) 
	I\ The swab anrilyses results werefound as high as approximately 250 times the acceptance limit. 
	Table 5 (HPLC ID: HPLCOOOI) Acceptance Limit:(b) (4) mcg/swab 
	Results of 
	Results of 

	Results ofUnknown Peaks 
	bu-;:::J 

	Results of Unknown
	Sampling 
	identified on
	~)(~ ___J b_) [Analyses 
	4

	Peaks
	(Ana yses Date
	location 
	Date 29/01/26) 
	31/01/26
	7Qf0_1 D i-\
	(b) (4) 
	I\ 
	Theswab analyses results were found as high as approximately 380 times the acceprance limit. 
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	Additionally, the swab sample test results (Tables 4 to 8) are artificially low by approximately 50% as the swab stick could not adsorb/retain large amount O~(b)(4) materials that were present on the (b)(4) X (b)(4) surface area that was swabbed for each swab sample. 
	Furthennore, swab sample testing ofoH4) :refer to Tables 4 to 8) showed unknown peaks randomly eluting at different retention times in rnulripre swab samples tested by HPLC. These unknown peaks were not identified and accounted for in the above tables. There is a potential that the unknown peaks could be due to active and degradant materials ofdrug products manufactured using these(b)(4)__......, 
	2. On 28-Jan-2026, we observed potential for growth of microbial contaminants due to the presence of 
	bird droppings and layers of dust particles inside the&2J4]ilterP,H4) )t(b)(4) ,,2[.n,H) ID: (b)(4) We also 9bserved dust materials and potential microbial growth msicle the <bH4) filt~r (b)(4) with~~ ¼ filter efficiency) and (b)(4) HEPA filter i(b)(4) fo filter efficiency) (b)(4) of th1s(b)(4) 
	4

	On 29-Jan-2026, your Microbiologists collectedb)(4) •5wab samoles for microbial tests from the,(b)(4) 
	• f1 HE fi I ' (bf<,
	4

	(b)(4) section o (b)(4) PA I ter(b)(4) f!J(b><4> Duct (b)C> }~ testi ... ng-re_v_e·a-'led I N IC ( I oo umerous o 
	4

	Count) fungal, mola-, ..--c er otal Vial5le 1:'art1cufite Count C[\TPC) colonies. There is a potential
	6ac-t~-,-a·1, and for microorganisms, fungal. east and mold [!rown inside the (b)(4) H EPA filter (b)(4) to get carried with the 4 through the(b)(4) Duct into the " 4 anc( potentially contaminate the product while it is used for the manufactunng of(b)(4) drug products. The details of the microbial cests result are as follows: 

	Table 9 
	Table 9 
	Microbial test 
	TAMC 
	TYMC 
	Pseudomonas Aeruginosa 

	Plate method results 
	Plate method results 
	TNTC 
	TNTC 
	Growth Observed 
	Confirmatory testing results 
	Not Applicable 
	Oxidase test found Positive indicates presence ofPseudomo11as aeruginosa. 
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	Microbial lest 
	Staphylococcus Aureus 
	Salmonella 
	Escherichia coli 
	(E. Coli) 
	Plate method results 
	Whitish and yellow colonies observed. 
	Pink Colonies with )'ellow zone observed on !bH4l .-._J ~)(4) plates. 
	Whitish Pink mucoid colonies observed. 
	Confirmatory testing results 
	Coagulase test found Negative for Staphylococcus aureus and indicated the presence ofother members of Staphylococcus genus. 
	Results found Negative, However, growth on~ -----
	-

	plates indicates presence ofthe other members ofEnterobacteriaceae family. 
	fndole test found Positive indicates presence of£. Coli along with other member ofEnterobacteriaceae family. 
	TYMC: Total Yeast and Mold Count 
	TAMC: Total Aerobic Microbial Count 
	The evaluation ofconfirmatory testing results for Salmonella showed no indication of colony collection and transfer to the media as it was seen for positive control plate. This was indicative ofpotential lack of testing integrity while perfonning microbial testing. 
	B. Your Preventative Maintenance (PM) o ~ is deficient for the fol lowing reasons: 
	1. Your procedure SOP No.: FU7-EN-MNP-007, Titled: "PREVENTATIVE MAINTENANCE PROGRAMME", Version: 15.0, Effective date: 24-Sep-2025 has no mention of Quality Unit responsibilities on the pJiysical verification of the condition o0(bH4> Duct, CbH4> HEPA filters and overall conditions of1Cb~ --p f fbH4) ____,during periodic J)reventative maintenance. Therefore,
	_
	_
	_
	_

	your Quality Unit failed to evaluate conditions of these areas of (b)(4) 
	your Quality Unit failed to evaluate conditions of these areas of (b)(4) 
	oq(b)(4) 
	land your 

	Engineering unit simply focused on following the timelines for the replacement ot (b)(4) 
	Engineering unit simply focused on following the timelines for the replacement ot (b)(4) 
	HEPA filters 


	without reco_Jmizing the exces~(b)(4) materials present inside the,(b)(4) b uct anotfie surrounding areas o CbH4> f-IEPA filter inside tfiC[(bH4> t...s a result, there were no investigation logged to detennine the
	1 
	impact and risk of potential products cross-contamination. • 
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	Polepally Jedcherla Manda!, Mahabubnagar 
	2. There is no mention of periodic maintenance requirement in your procedure (FU7-EN-MNP-007) for 
	preventative maintenance. However, your maintenance depanment was conducting(b)(4) 4 The evaluation of checklists (Document No.: FU7B-:PMP-<iEN-U28) tor (b){4) preventa(ive maintenance revealed reqµirement for the cleaning of all filters of H4> i'r'our Sr. 
	~eriodic maintenance o (b) 

	CbH6> G I M (b){6) . h . . CbH6> d E .
	General anager Dy. enera anager Senior Tee meal Assistant an xecut1ve 
	(b)(6) 
	(b)(6) 
	ofEngineermg and Maintenance Department stated that they have cleaned(b){4) 
	)(4) pnly during (b){4) preventative maintenance but they have never cleaned~ t::PA: filter. The evaluation of<bH4) fomH4> ID: (b){4) on 29-Jan-2026 revealed the presence of large amount of bird dropping, dust and (b)(4) materials while these filters were Type-C (product changeover) cleaned on 22-Jan-2026. This(bH4) was m "Cleaned" status during the inspection. 
	C. Your Quality Unit lacked oversight on the cleaning of(bH4> ___ ___ _ __ For example, 
	On 28-Jan-2026, your Executive(bC6) from Engineering unit stated that all filcers of (b){4) CbH4> HEPA filters) are cleaneo by T pe-C cleaning (oroduct changeover cleaning) method. He 
	1 

	demonstrated Type-C clea~ on (bH•> TD: (bH•> for (bH4> HEPA filter CbH4> oy insening his hands through the ___ CbH•>and mentioned to wipe-out(bH> 'materials using a lint free cloth until the le,!!_gth of hand reach which is roughly only about 15 to 20%ofthe total surface area ofoH4> HEPA filter(b)(4) However, on 03-Feb-2026 the same Executive stated that there is no Tyoe-C c eaning performe On(b){4) HEPA filter(bH4) and that his earlier statement about the cleaning of(bH4> _JlEPA fil ter H> was not truthful
	4
	4

	Moreover your fion hac; no documented procedure relating to Type-C cleaning for(b){4) that(b){4) (b){4) toCbH4> Additionally, there is no oversi ht of Quality Unit on the cleaning and maintenance ofn."4> This was evident as build-up ofl CbTC> materials was observed OnCbH4) HEPA Filter and its (b)(4) and throughout the (bH4> Duct of (b)(4) IDs: 
	4

	CbH4l d fi 1· I d • • h •
	an t ere was no qua 1ty events ogge to mvesugate t ese issues
	---,.
	---
	-

	whictential to cause cross-contamination betweenl®~> --~ _______ drug products. 
	h has po
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	PRODUCTION SYSTEM 




	OBSERVATION 2 
	OBSERVATION 2 
	Appropriate controls are not exercised over computers or related systems to assure that changes in master production and control records or other records are instituted only by authorized personnel. 
	S pecifically. 
	A. Multiple(bH4> empty trial runs were observed orior to official batch oroduction runs during the review ot backup data for equipment No (bH4> without any documented explanation, batch record instructions, or standard operating procedures. In addition, the empty trial runs were not recorded within theo,H4> C<@ipment us~e logbooks. For example. the following batch and audit trai I reports were generated for <bH4l ___ Area: > on 
	:LU2J-LU.C4 
	4

	th
	6

	Jul , 2023: 
	Batch Number 
	Start 
	End 
	file Name 
	file Name 
	Product Name 
	and Lot 
	Date/fimc 
	Date/fime 
	N umber 
	(User) 
	(User)
	(b)(4) 
	Figure
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	Batch Number and Lot Number 
	End
	Start 
	Date/fimc
	Date/fime 
	(User)
	(User) 
	However, there is no documented reasoning for the need to nerform multiple empty trial runs between lots ofthe same campaign batch manufactured approximately b)(4) ;apart from each other. 
	B. According to the Associate Vice President (A VP) of Quality Assurance, the 6)(4) Block (b)(4) lProduction Office (Room NO.(b)(4) lis routine Iv used to nrint and review alann ana au it trail 
	1 
	. . . I (b)C4J d Th
	reports of product,on equipment invo vm ro ucts. e printed reports are signed off and 1hen attached to final batch production records. On January 28, 2026, an unplugged computer system was observed to be backdated to November 3, 2025,!(b)(4) upon start-up. According to the Senior Executive of Production, the computer system has a shared usemame and password for the department. In addicion, che same computer has penTiissions for deleting files and permanently delete files from the computer recycle bin. There
	In addition, the Human Machine Interface (HMI) panel ofthe printer located in the same~H4> J production office displayed multiple copy jobs logged between November 27 at~H4> land Decem er 4 a{(b)(4) ~ According to the Associate Vice President (A VP) of Quality A~surance, there is no documented 
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	reasoning or instruccions for making unverifiable copies from the printer. In addition, the IT Administrator stated that he is unable to retrieve the document details or year in which the documents were copied (e.g. 2025 vs. 2022) due to software limitations. 
	C. The lndust ial Panel Computer (lPC) of the Document Storage and Retrieval System (DSRS) in Zone 
	(b) md Zone(b> 1rea used to manage, generate, and print commercial batch production records (BPRs) was 
	4boserved tcf4~ave permissions for deleting files and permanently deleting files from the computer recycle bin. There is no documented explanation of the need for the Quality Assurance Senior Assistant to have permissions for deleting files, recycle bin capability, and access to additional applications in DSRS, including for: 
	I. Raster graphics editor for image creation and editing. 
	2. Creating digital notes directly on the desktop. 
	D. Your firm utilizes(b><4> =.lectrolab Trust E Model dissoluiion apparatuses in the general block quality control laboratory for the dissolution testing of several products destined for the US market. Each instrument is capable ofstoring up to 1.000 methods and storing up to I 0,000 test reports. On January 29, 2026, it was observed that electronic test reports were not available for the following dissolution tests conducted on January 28, 2026: 
	I. A.R. NO.(b)C4> (b)C4> ablet (b) mg, Batch No. (b)C4> dissolution test was oertormed on instrument ID: DISZ0038 ----
	4 
	-

	2. 
	2. 
	2. 
	A.R. No. (bH4) :(b)C4l f ablet 4 mg, Batch No. (bH•> dissolution test was performed on instrument ID: DISZ0038 --~
	-


	3. 
	3. 
	A.R. No.(bH4> (b)(4) Tablet ><4> mg, Batch No. (bH4> dissolution test was oerfonned on instrument ID: DISZ0040. 

	4. 
	4. 
	A.R. No.(b><4> )(4) Tablet ~ g, Batch No.(b><> dissolution test was performed on instrument ID: DISZ0040. ----
	4
	-



	According to your instrumentation engineer, after I0,000 test results, the system will overwrite the previous results. This practice creates a significant risk of data loss and potentially leads 10 the loss of 
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	Finished Drug Product Manufacturer 
	critical analytical data required for product release. Your firm has failed to establish and adequate procedures for backing up analytical data from these dissolution apparatuses. 
	implement 

	E. During the review of the dissolution analytical package for~)(4) __jfablet USP(b)(4) mg, it was observed that your employee shared their login credentials on several occasions with other employees to perform dissolution test runs. Sharing login credentials comprom ises the traceability and accountability of analytical data, as it becomes impossible to determine which individual performed the testing or reviewed the results. The following are the examples where employees shared their login credentials. bu
	are not limited to: 
	I. A.R. No.bH4> J~ [ ablet~ rng, Batch No.~H> I diss(!lution test was performectonJanuary 2 , 2026, using instrument ID: DTSZ0038 
	4

	2. 
	2. 
	2. 
	A.R. No.l(bH4> j ~H4> ~ ablet(bH4> g. Batch No. ~H4> I dissolution test was performed on January 23, 2026, using instrument ID: DISZ004 I 

	3. 
	3. 
	A.R. No.b)__m l~H4) ~ fabler ~>,s2,Jng, Batch No. ~)(4) I dissolution test was performed on Decem er 12, 2025, using instrument ID: DISZ004 I 


	F. On January 29, 2026, the Executive of~ listed(bH4> Packaging Area had logged in to the desktop of the weighing balance integration system IPC ID No. SPCB0027 using the login ID ofanother person (Senior Executive of l(bH4> IPackaging). There is no documented reasoning of the need for packaging personnel to share user login IDs and passwords. 


	OBSERVATION 3 
	OBSERVATION 3 
	Master production and control records lack complete manufacturing and control instructions, sampling and testing procedures. 
	Specifically, 
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	A. During the inspection it was observed that the executed batch production records for tablet compression opera1ions do not include designated fields or provisions for recording the time when stratified samples are collected during the compression process. The absence of sampling time documentation prevents verification rhat samples were collected at-appropriate intervals throughout the compression run, that the stratified sampling strategy was properly executed, and that adequate process control was maint
	(b) (4) 
	Tablets USPCb><4> mg, Lot 1i(b)(4> • 
	• 
	Tablets USP mg, Lot fl 
	Tablets USP mg, Lot I,
	• 
	B. According to the AVP of Qualipr Assurance production 0f)erators are responsible for visually detennining the rate at which th~Cb><4> _ "'""""_ incre:i<\P:'-from the start to the end ofLhe(b}(4) ___ process involvingCbH4> Tablet H4> :ng. There is no defined 
	CbH4> limit. master batch record instructions or standard operating procedure for the Cb><4> limit of the Cb><4> and rate at which production P.ersonnel are allowed to increase t e variable ;o,><4> between the qualified operational range of (b)(4) Approximately,CblC4> batches of@c•>---Tablet(b}(4) mg have been manufactured since March 2023 and intended for the U.S market. 

	QUALITY SYSTEM 
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	OBSERVATION 4 
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	Complaints records arc deficient in that they do not include the findings ofthe investigation and follow­up. 
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	Specifically, 
	A. Approximat~ 52 out of I 27 (-41 %) complaints receive? ~or all U.S. products since January 2?26 consisted ofi(bH4) .-----USP (b)(4111cg. Tim includes ten IO consumer complaints received for (b)(4) and six (6) comp1aints received for(b)(4) Mfg. Date: July 2025, Expiry Date:(b)(4) ·nvolving the following issues: 
	l.
	2. _____________________, 
	2. _____________________, 
	Figure

	3. 
	3. 
	Difficulty separating blister units 

	4. 
	4. 
	Poor oerforation quality 

	5. 
	5. 
	____,loose in packaging 


	However, the followino deficiencies were observed during the current inspection for i:.:.:.:,;;,:4~-----.,!
	4
	USP <bH4) mcg, -----·~ (bH > Commercial Manufacturing Start Date: (b)(4) ____,and during review ot tneFTr'lar'lnvestlgat1on Report for seven (7) recent complaints of (b)(4) Malfunction -(bH> .----=--~~rd..n~rcb oin.P' not tearing along the perforated line fo (b)(4) USP (b)(4)mcg, Batch No.(bH4> Report Closed On: January 22, 
	4

	2026: 
	I. There have been no shipment studies performed (e.g. via air, sea and road) to ensure that physical stresses, such as vibrations, shocks, temperature fluctuations, and pressure changes do ~ot com~romise the(bH4> pmctionality, integrity, or the stability of the drug(bH4> 
	1
	dunng transit. -----! 
	2. 
	2. 
	2. 
	No drop test study has been performed as of the current inspection to evaluate the durability and functionality ofdrugr H4> packaging after simulated accidental falls. 

	3. 
	3. 
	No detailed risk assessment was performed toanalyze potential failure modes, including(b)(4) 
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	assessment of risk mitigation strategies (e.g. completing a risk mitigation plan, verification of mitigation effectiveness, and management approval of residual risks). 
	4. The (b)(4) analysis did not include assessment of similar products for public data ofcomplaints, regulatory history (recalls, warning letter etc.), and performance benchmarks. 
	------------(b)(4)c------t 
	5. As part of May 2022(b)(4) -
	-

	.---. Testing as Qer s ecification), ><>samples were co_llected from H~> ;tab1hty CR I lot (Batch !'\lo. (b)(4) f owever, there was no statistical justification for selection of the sample ~ nd sample pool ofbH4> batch for evaluating the (b)() !of 
	4
	4

	B. Customer Complaint No. APL-FU7-2024-USA-PCM-O0 I05 was received on February 27, 2024, for "Something metall ic inside the pill" of(b)(4) Tablets USP(b> /"1_g(b)(4) 
	1

	~)(4) Batch No'-c4 _ ___Expiration Date:(b)(4) fhe corWp1ain samp e was rece1vea oy your U.S site for further evaluation and testing. However, there was no attempt to perfonn further identification or chemical analysis prior to concluding that the observed metallic material embedded in the tablet was instead oil lubricant from the compression machine punches. A blurry photo with crushed tablets on a~ ackground paper was used as documentary evidence to conclude the lack of foreign material as part of the com
	b><4> h blet \>vas split in half to reveal the embedded dark material and photographed on ~ paper. The same tablet, when subsequently crushed and photographed on(b><4> background paper, appeared (b)() instead of(b)(4) There is a lack ofadequate quality oversight for the complaint investigation outsourced to your U.S site. 
	4

	C. According to the General Manager ofGlobal Quality, quality complaint investigations require a minimum of(b)(4) follow-up attempts prior to closure as per SOP APL-GP-GEN-0059 Management of Product Complaints in the Automated Quality Management System Software, 
	Guerlain Ulysse, Investigator 
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	Version 1.0, Effective Date: Ocrober 23, 2025. However, there is no documented explanation for the lack of adequate follow-up for the following complaints involving lack of effect (LOE). 
	I. Comnlaim Number APL-FU7-2026-USA-PCM-00009 was received on January 5th, 2026, for !Tablets (b)(4) mg Batch Number: Not Available, Complaint: Lack of
	~)(4) Effect. There were only (b)<4> out of the bH4> 'required follow-up attempts and the complaint investigation was closed approximatel"y77 days later without any documented explanation. 
	2. 
	2. 
	2. 
	Comolaint Number APL-FU7-2025-USA-PCM-00503 was received on September 9th, 2025, for ~)(4) ffablets~USP,,(b)(4) mg. Batch Number: Not Available. Complaint: Lack of Effect. There were only (b)(4) y ut of the bH> Irequired follow-up attempts and the complaint investigation was closed without any documented explanation. 
	4


	3. 
	3. 
	3. 
	ComRlaint Number APL-FU7-2025-USA-PCM-0207 was received on June 03, 2025, for 

	,(b)(4) j1 ablet ~ g, Batch Number: Not Available. Complaint: Lack of Effect. There were only (b)(4) out of theb)(4) required follow-up attempts and the complaint investigation was closed on July 21, 2025, without any documented explanation. 
	1


	4. 
	4. 
	Complaint Number APL-FU7-2025-USA-PCM-00431 was received on August 06, 2025, for 


	~)(4) },ablet 1.5 mg, Batch Number: Not Available. Complaint: Lack of Effect. There were only (b)(4) ~ul of theb)(4) ~equired follow-up attempts and the complaint investigation was closed on October 04. 2025, without any documented explanation. 
	OBSERVATION 5 
	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, 
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	A. Your Qualicy Unit lacks adequate oversight in ensuring the drug products quality and purity. For 
	example, 
	example, 
	example, 

	Your firm 
	Your firm 
	jfi_el.d Alerts and voluntarily recalled (b)(4) 
	batches of 

	(b)(4) 
	(b)(4) 
	TabletS(b)(4)mg 
	c4~ 
	d (b)(4)mg due tolhH4, ,___________ 
	impurity content 


	detected above the Acceptable Intake (Al7 imit ofi(b)(4) µgig. However, three (3) aaditionar batches Cb><we::ftound at the higher side of the Acceptable Intake 
	4 

	1-------------
	-

	(Al) limit when initially analyzed in Q>)c4> pnd two (2) out ofthree (3) batches continued to show 
	upward trend of higher results (borderline results) when analyzed at 12-month long term stability time 
	point in (b)(4) which suggests they will become Out of Specification (OOS) before theirCb><4> 
	(b)(4) expiration, but your Quality Unit continued to keep these batches in the US market without additionaf analyses. 
	Table 10 
	Product Name/Strength Batch Number Stability Condition Accepc.able Intake (Al) Limit (b)(4) 25°C/60%RH (b)(4) content (by LCMS/MS) Results in @(4}c:.S"""m-on-t.-.h____. (b)(4) (b)(4)~(b) ~(b)(4) r ablets<4 > ~ 
	._______ m~ I_-----.....l----'--.J=">---'--:. =
	fablets , ----'--___p --' 
	The above batches (Table I 0) were on stability with a dela of three 3) months (i.e.(b)(4) and the finn was planning to conduct (b)(4) stability study in(b)(4) (which is(bH4> after the batch expiry in ~)(4) "'d. ...◊--e 1·-yed
	H4> 

	There was no scientific JUSt1ticati6n provide~-=ab-ut a·-, a-
	-
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	of these batches by three (3) months on stability which may potentially lead to increased 
	,--' 
	ants level and subpotent drug products being sold to the US customers. 
	B. Your stability sample management and testing program is deficient. For example, 
	Your global procedure APL-GP-F-QC-GEN-0001, Titled: "Stability Studies ofDrug Products", Version: 3.0.0.0, Effective date: 09-0ct-2025 does not have a requirement for CbH4> of the finished product batches within stipulated timeline in your procedure. Therefore, your Quality Unit delayed in CbH4> batches on long term and accelerated stability conditions by multiple months. The delayed CbH4> . _.of finished product batches on stability led to continued stability studies post expiry of the batches forfhe final
	On 09-Feb-2026, it was observed that about~ atches were c(bH4> on stability beyond 30 days ofthe batch manufacturing date. There is potential for batch failure at the last stability time point may not get identified causing subpotent drug products to remain in distribution in the US market. Your firm received CbH>Lack of Efficacy (LOE) andu Adverse Events (AE) for the products distributed in the US market. 
	4

	C. On January 30th, 2026, it was observed that the Senior Executive of In-Process Quality Assurance (IPQA) had signed offon completing Batch Record verification checkpoints without actually completing all the required review line items, including Step No. Cb> Check to ensure results recorded on CoA comply with specification; Step ~~<4>Data entry in Proce~~ pad is completed; Step No(b)(4)r rocess pad data 
	approved; and Step No. CbH>AII the investigations/PNC are closed related to manufacturing, for· the following batch records: 
	4

	I. Tablets USP 4 mg, Batch No. 
	/b)/4) 
	CbH~> ([ I
	2. 
	CbH> a ets, US PCbH4> 4) 3. 
	4
	mg
	, Batch N
	o. 

	Tablets, USP ~\4! 1mg. Batch No. 
	(b)(4) 
	DATE !SSU£0
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	(b)(4)
	4. Tablets, USP <bH4> _____, mg, Batch No. 
	(b)(4)____ 
	D. Released and Apr,roved Batch Production Record (BPR) for (b)(4> mcg, Batch No. (b)(4) Mfg. Date: February 2025, Expiration Datc:<bH4l was observed to have multiple blank and unused checklist copies attached. There is no documented reasoning for the additional page requests that remains blank in the approved BPR. This includes: 
	I. Two (2) open blank copies for Type C Cleaning Work Sheet for(b>C4> Reference SOP: FU7-PR-MF-CLN-009. 
	2. Four (4) open blank copies for Checklist for Movement and Usage of(b)(4) Equipment, Reference SOP: FU7-PR-GEN-005. 
	E. According to the Document Re_guisition Form Logbook (APL-GP-GEN-0001), one (I) copy of the Area Line C learance Checklist (b)(4> Document No: FU7B-QA FORM-001) was requested as part of a product development batch from the Document Storage and Retrieval System (DSRS). However, two (2) copies of the same form were instead present in the In-Process Quality Assurance (IPQA) office of the 
	<bH4> Block:<b><4> lAccording to the AVP of Quality Assurance, the QA department had overlooked tfie'required number ofcopies written in the logbook and issued t\vo copies instead ofthe one ( I_) required copy. 
	OBSERVATION 6 
	The responsibilities and procedures applicable to the quality control unit are not in writing and fully followed. 
	Specifically, 
	Your Quality Unit lack an adequate oversight in ensuring the integrity oftesting data. For example, 
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	Unit-Vil, Sy No. 411/P, 42S/P, 434/P, 435/P & 458/P, Plot S I Part SEZ, TSIIC. Green lnd. Park 
	Finished Drug Product Manufacturer 
	A. Microbiologists responsible for (b)(4) samples collection potentially falsi tied samplecollection ~ita_On 02-Feb-2026, we verified (bH4> sample collection activities by your Microbiologists 
	< from multiple sampling locations ofr. 4> -~-_____ system and manufacturing suites. It was observed that Microbiologists took approximately twice the amount oftime while collecting swab samples than what they repo.ted in their previous test data worksheets. It was practically impossible to collect~ samples from sampling locations in the reported time due to (b)(4) of the manufactunng rooms with(b)(4) Additionally, the microbiologists did not perform primary gowning prior to entering inside the manufacturin
	sample. Even after l)Utting all these anempts, the Microbiologists took about twice the amount o time 

	Table 12 
	(b) (4) 
	Figure

	8. According to your (b)(4)___ collection procedure, (b) is (b)(4) prior to collecting(b)(4) in sampling bottle. On 02-Feb-2026, it was observed that M1crot>101og1sts wn11e collecting CbH4> from the samQling locations ofl > room~(b><4> the entire room along 4 and compression rooms and corridor with the"'"' During this 
	4 
	4
	with sections ofthe adjacen 
	4

	-e---~ablers USP (b)(4)MG. The operators working inside tablets compression room continued to keep working with .(\,)(1) shoe cover and gowning. 
	(b)(4) the tablets compression room (b)(4) was in use for compressingu 
	their

	During the interview, Microbiologists stated that they have(b)(4) the manufacturing rooms each time (b)(4) samples and they notified the issue to their supervisor. However, there is 
	while collecting 
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	no investigation initiated, no risk assessment performed, and no corrective action and preventative action taken. 
	OBSERVATION7 
	GMP training is not conducted on a continuing basis with sufficient frequency to assure that employees remain familiar with CGMP requirements applicable to them. 
	Specifically, 
	Review of your training program revealed significant deficiencies in training completion compli~ Specifically, it was observed that from November I, 2025, to January 31, 2026, approximately (bH~ training documents were pending completion among active personnel. According ro your wrmen procedure Docwnenl Number APL-GEN-0010: Training ofPersonnel Using EPJQ Learn fQ, Effeclive Date: December 18, 202-1. Section 2.5.2, employees are required to complete assigned training within 
	(b>(Llf training issuance. 
	LABORATORY CONTROL SYSTEM 
	OBSERVATION 8 
	Laboratory records are deficient in that they do not include a complete record ofall data obtained during testing. 
	Specifica I ly. 
	A. On Janua 28, 2026, during the walkthrough inspection at your microbiology laboratory in the(b~ 
	(bH4l Block H4 it was observed that your Assistant Manager for Microbiology was signing multiple documents with dates that did not correspond to the actual date of signature. Review of these documents revealed that none of the documents had the date ofJanuary 28, 2026, despite being signed on chat day. All the documents had dates of January 27, 2026, or earlier. On muhiple occasions, your 
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	employee informed me that he did not backdate any documems; however, he later stated that he did perform some backdating of documents. This backdating was observed in the document "Microbiological Examination ofFinished Product: ______ ___Cb>(4' fob/et USP (b)(4) __..,mg, Lot flCbH4) ___ A.R. No. (1,)(4) 
	B. Your standalone Electrolab Trust E Model dissolution apparatuses are capable ofgenerating electronic test reports for each dissolution run. These test reports are electronically stored in each system. Your quality unit neither reviews nor prints these electronic records for review. Additionally, each Lest run should include the AR Number, Lot Number, Batch Number, and Batch Size according to section 4.25.3 of your wriuen procedure FUl-QC-C!-OPI-0148: Operation of Dissolution Test Apparatus (Make: Electro
	I. The dissolution data package for Cb><> --..--ab lets USPCb)() mg. Lot No.(b)(4) 
	4
	4

	A.R. (b)_(4) recorded thestart time as (b)(4) and the end time as"'"•' However, the electronic test report shows the dissolution start time as (b}(4) and theCb><•> sample was pulled at~:---lThe electronic data indicates that the actual dissolution test duration was approximately '<i>><•> ___ ( from (b)(4) which exceeds the specified Cb test duration by more than (b)(4) 
	No.: 

	2. The dissolution data package forCb><•> Tablets USPCb><•> mg, Lot No. Cb><•> 
	A.R. No.:(b)(4) recorded the start time as ~ and the end time asCb><4> owever, the electronic test report shows the dissolution start time as (b)(4) j nd the Cb><> sample was pulled at H4> The electronic data indicates that the actual d1ssolu1ion test duration was approximacelyCbH4> (from(b)(4) to Cb> 4) .vhich exceeds the specified 
	4

	><•> test duration by more than(b)(4) 
	Additionally, in both dissolution runs your firm collected samples at(bH> Your fi rm stated J samples are investigational samples. However. secofyour written procedure FU7-QC-CI-OPl-088: Operation Of Dissolution Test Apparatus With Auto Sampler-
	4
	that the Cbl<
	4
	tion 4.6.6.13 
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	Model-EDT-14LY. Version 6.0.0.0, Effeciive Dare March Of, 2024 specifically requires that Cb><4>11L sample should be withdrawn at final time for investigation purpose. 
	OBSERVATION 9 
	Established laboratory control mechanisms are not followed. 
	Specifically, 
	During the walkthrough inspection of the Cb)(4) 'Block (b)(4) multiple incidents were observed wh'ere employees were not following the written procedures. Thrs rncrddcs, but is not limited to: 
	A. According to section 4.3 of your written procedure GTP No GTP 151-07: DescripJion/CharacJeristics Version 1.0. 0. 0. EffecJive Date: December 23, 2021, appearance testing should be conducted by Cb><J and observing the details in(b)(4) againstCb><4> ~ackgrounds. However, on January 28, 2026, (b) 4> conducted appearance testing b merely 
	4
	an analyst from the ><4>·...-...-----.,--Block 

	observing tablets through blister packaging during stability testing ofoot4l 4 :ng,o,) 4} mg). Batch Num ber li"'"A' Further investigation revealed that your firm has never implemented the 
	Cb><4> Tablets USP.Cb>< __mg 

	requiredCbH4) === background setup for appearance testing and this procedural non-compliance extends acrossCb><4 manufacturing block. Your firm currently manufactures and ships more th~n bH>products m aifterent strengths to the U.S. market and your complaint history 
	4

	reveals approximately 50 complaints related to appearance issues. 
	B. On January 28, 2026, it was observed that microbiology plate reading for,®l4> (A.R. No. 
	CbH4l was not conducted according to your written procedure FU7-QC-MB-OPI-007: Operation ofCo/onyCoun/er. Version 3.0.0.0. Effective Date: March JI. 2024. The following specific deviations from established procedures were observed: 
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	I. First, your microbiologist conducted plate reading with condensation present on the lid and failed to visually check for minute colonies as required by the procedure. Condensation on plate lids can obscure colony visualization and lead to inaccurate colony counts, while failure to examine plates for minute colonies may result in underestimation of microbial contamination levels. 
	2. 
	2. 
	2. 
	Second, your reviewer verified the plate by holding it in his left palm, which blocked the light from the colony counter and prevented proper visualization ofcolonies during the verification process. This improper handling technique compromises the accuracy and reliability of the verification step, which is critical for ensuring data integrity in microbiological testing. 

	3. 
	3. 
	Third, colO!)Y counter ID: COLB0000 I does not have sufficient light for proper colony visualization and enumeration, creating systematic limitations in the equipment's ability to detect all microbial colonies present on testing plates. 


	*DATES OF INSPECTION 
	01/28/2026(Wed),01/29/2026(Thu),01/30/2026 (Fri), 02/02/2026 (Mon), 02/03/2026 (Tue), 02/04/2026 (Wed), 02/05/2026 (Thu), 02/06/2026 (Fri), 02/09/2026 (Mon), 02/ 10/2026 (Tue). 
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	The observations of objectionable conditions and practices listed on the front of this fonn are reported: 
	1. 
	1. 
	1. 
	Pursuant to Section 704(b) of the Federal Food. Drug and Cosmetic Act, or 

	2. 
	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







