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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, 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 subrit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
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 aheady distributed. 

Specifically, 

1. OOS 125532: On 7/28. /2021, your Quality Assurance Manage1· reviewed PR#l 2§ 532 that was
!tiH•> lfiJH•> 'Cl>>

iqitiated to__nmbj an QOS result for [ . ------~~ for r-------1"> mg. (Table 1, 
H l !l>H•l 1~> H•>

and .r, Jmg (Table 1, !. According to your investigation r.,_________. Cl>lf"l '.!tilf"l H•> 
re.12ort, OOS-INV-Ll i '0018, on 9/28/2021 your contracted lab analyzed Jbatches of 
H•> USP r(•) mg for rH•> includiniz: Batch No 's: r)<') 

'.{II><'> 9i>H•> --------,-------c.--,--e--p,, H•>
I Out of these batches, the OOS results were recorded for L--. 

r~jtlch eB aLvour contracted lab~ ~Soecification limit:._NMI T<•>~ wl w.. oos reBults recorded~l B~: 

tweBtiiza,tion was perfo1med at your contracted lab and no root cause was identified in r>f"> 
I The investigation report stated that the test was not can-ied out in an environ-----
relative humidity was maintained belowr l'J VoRH. and based on this the.l contracted lab retested new 

(ll)(A) 

samnle and invalidated the result. Your test procedure, I (Effective date 1/6/2022) 
r •> • JUSP[ ("} 1mg do not mention mnning the rH'7 test 
under humidity NM0,RH. In addition, revi ____mperature and humidity record confumed 
that the contracted lab only maintained the temperature (20 - 25 °C) of the lab and did not 
record/maintain the lab humidity. Your SOP No. QC059 RB (Effective date 4/30/2022) Temperature 
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Monitoring in Quality Control Depaiiment confnmed that onlv temperature is maintained for the 
quality control lab ~Tr•l °C . There is no assurance that the 1'> <•> recorded for H•J

H•> --------1
(Batch No 's: _______________ manufactured at the Jubilant represents the 
tiu e values. 

The respective CAPA PR#l31905 stated to revise the testing procedure, STP'!tiH•>~ y inco1porating 
a note, "A void prolonged exposure of sample in the environment". It is not sure how this would have 
changed the outcome of th~H•'.7est results when the test procedure did not have any provision for 
ensuring the humidity. 

'(li)(AJ '(Drt•l 

Table 1. List of) atches failin for and shipped to U.S. 
IEntrvlProduct Name 
, j(A) 

(D)(A) Batch No. Number of Tablet Mfg. Date !Expiry Date!Dispatch Date I 

2. On I 1/10/2020, you aboiied an analysis for improper peak shape and recorded Analytical Inte1n 1 tion 
Re 011 No. AIR/20/0696. The improper peak was obse1v~d durin the dissolution test olH'l H•J '(liJ(AJ )<')USP mg Batch No's: _____________ Your 
""m_v_e_s..,.b_g_a..,._b_o_n_1_·e-p_o_1i.,..e-..--p-o-o-r -column as the root cause for the improper peak. Based on this, you 
retested new samples on a different column and invalidated the initial result. However, review of the 
~~01ied sam le set (D)I'> revealed that the peak shape for the ___________________________..

met the system suitability criteria 
suggesting th~t improper peak shap~ obse1ved dmin~. the initial dissolution test was not due to 
column. Review of th~ retest analvs1s of samnle sets. 

1 
(for Batch '(liJ{A) - _, fH•J .-

No. ) _aI!Q.J ----. (Batch No's: •• >{A) 

revealeaatleastr){A) unknown peaks; (ll)(A) eluting at RT --f(') 
• (ll){A) (ll)(A) ( (li)(•J I L-_ )(A)

the mam peak RT whereas the _____ eak at 
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L peaks are not seen in the Method Validation Repo1t No. n•J HPLCN al (Effective date 
12/26/2007 Validation of HPLC Method for the Dissolution oflb><'> 

'.(Ii){') 

r You 
shipped at least ><'> of the tab ets that contam unknown peaks to theUS,--cu- s""'t-om .. ers as 
summarized in Tabl-e-2"___ _ 

• '(Ii){')

Table 2. List of ed to U.S. 
(D)(A) 

JEntrvlsFG Batch No. Batch No. Number ofTablets Mfg. Date Expiry Date Dispatch Date 
'(II){') 

3. On I 1/10/2020, you aboited an analysis for improper peak shape and recorded Analytical Inte1n1 tion 
,Re 01t No. AIR/20/0170. The improper peak was obse1ved durin!! the dissolution test of(ll

1
" 

1 

(Ill<'> (li)(A) lbH•> --,-...---,-..--~J 
USP mg Batch No's:____ Your investigation 

repo1ted poor co umn as the root cause for the improper peak. Based on this, you retested new 
samples on a _different column and invalidated the initial result. However, review of the aboited 
sample set, H•> .--.....---- revealed that the peak shape for the '(Ii><•> 

n•> me f e sys em smtability criteria suggesting that improper p-----~ 
obse1ved durin the initial dissolution test was not due to column. Review of the retest analysis of 

!b)(A) !li)(A) '.(li)(A)

sample sets, .--- ·evealed at least unknown oeaks; 
• !(A) (D)(A)qH•> 

eh1tm~ R1 _______-,--~---- as the pea • ..---------- These 
r •> peaks are not seen in the Method Validatio No. u, 20/HPLCNal Effective date 
12/26/2007 Validation of HPLC Method for the Dissolution or'(II><'>

'(li)(A) Tl') 

You 
shipped at least><•> at contam unknown pe to t e US customers as summarized in 
Table ------- 3. 
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rH•JTable 3. List of I batches with unknown peaks shiooed to U.S. 
IEntrv lsFG Batch No. r"H•> Batch No. INumber of Tablets !Mfg. Date IExoirv Date IDisoatch Date I 
iiH•> 

OBSERVATION 2 
Written records are not always made of investigations into unexplained discrepancies. 

Specifically, 

A. You failed to investigate twenty-five (25) equipment failures/e1Tors "Cannot Operate because of 
failure" observed on 07/21/2022 in the Lab Solutions Ver. 1.108 ( data acquisition software) for UV-
Visible Spectrometer equipment (ID #QC/UVS/003 and QC/UVS/004) ranging from Febrnaiy 02, 
2019 to June 10, 2022 period. The UV-Visible Spectrophotometer is utilized for qualitative and 
quantitative analysis of drng product and drng substances. Since Febrnaiy 01 2019, the UV-Visible 
Spectrophotometers have been used to analyze the following products and batches listed below. fu 
a?dition~ Oll ha~e distributed several ~atches of the following_products into the US Market: 
HJ T b r)() 1T b r)() b re ) :==-.J T b lb)(• ) 

'(ll>{A) a s, -,", a s. a s, a s, i1i fTabs USP, i jrab USP as summai·ized in Table 4 (Table 4 is not all 
inclusive). 

Table 4 - List of Product Analyzed for US Market on UV-Vis ID #QC/UVS/004 & QC/UVS/004 
LProduct Name I B.No. Indicated Use I 
'(ll){A) 
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~H•J 

B. You have not initiated an investigation for the following equipment failures observed during our 
inspectional walkthroughs to determine when the malfunction occurred, if the equipment was in use, 
and perfo1m any impact assessment of the cunent and previous samples or load ran on the 
equipment. The equipment below was labeled "Out of Service/ Do not Use". 

r~} 1. !tiH•, pn #QC/1 002) placed "Out of Service/ Do not Use" on July • 
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06, 2022 due to display not working". 

!li)(A)r <•> !equipment (ID #QC!. 009) placed "Out of Service/ Do not Use" on July 20, • 
2022 due to "Key Panel not working". In addition, you do not maintain an equipment usage 
logbook for the equipment. 

rH•>C. We observed the ystem (ID #Qcr •, 003) displayed an en or 
message t •> I g our inspectional walkthrough on July 20, 2022. 
However, you have not taken any actions to address !tih! and your cmTent SOP OC188 Rev-2~ 
(Operation, maintenance and cleaning procedure of the 
does not delineate any provisions for addressing this type of enor message. In addition, you do not 
maintain an equipment usage logbook for the equipment. 

D. You failed to investigate ala1m s observed in the data acquisition system (SCADA) and you do not 
perfo1m a documented review of the ala1m logs and audit b'ail for the software : 

-H•> r <•> Fail, '(li){A}j(Microbiolo~ical Lab): • \Fail, PLC!li)tp_SC~D~~ 
Commumcation Fail (Dr( Fail, (II>{') FaiL and IlbH•>
[ !- Them•> s utilized m Mi I 

OBSERVATION 3 
Written records of investigations into unexplained discrepancies do not always include the conclusions 
and follow-up. 

Specifically, 

A. You initiated ten (10) Analytical Inte1111ption Reports (AIRs)/ Investigations 1ll the QC Labs. 
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However, you have not either staiied and/or completed these investigation as summarized in Table 
5. In addition, SOP QC042 Rev. 25 (Chromatographic and Spectroscopic Analysis and 
Documentation Practices) does not include a timeframe for investigation completion. 

Table 5 - List of open AIRs Initiated by the firm 
AIR Number Initiation Date Products/Tests Closure Date 

(l>)(A)
AIR-22-0278 05/12/2022 Open 
AIR-22-0282 05/14/2022 Open 

AIR-22-0331 06/13/2022 Open 

AIR-22-0347 06/22/2022 Open 

AIR-22-0384 07/08/2022 Open 

AIR-22-0390 07/11/2022 Open 

AIR-22-0393 07/11/2022 Open 

AIR-22-0395 07/12/2022 Open 

AIR-22-0400 07/14/2022 Open 

AIR-22-0402 02/16/2022 Open 

B. You failed to take appropriate corrective measures to prevent recurrence of improper cleaning ofUV 
cuvette (used UV-Vis spectrophotometer (ID #QC/UV/003)) due to lack of awareness for cleaning 

SEE REVERSE 
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of UV cuvette in case of organic solvents is being used in analysis. { 9in_obfained an OOS value of 
l>H•> (_§,pecification Limit:- NMO in absorbance test by UV in !USP API batch no. 

'(ll){A) .for USA market in PR #65425. Based on the reoccmTence trend, you stated this is the 
fomth (4 ) incident within 12 months (01/30/2019 to 01/30/2020) for improoer cleanrg of cuvette 
(PR #48127, 52694, and 59130). This API batch went into C batches of r {A) USP finished 
products released into the US market as summarized in Table 6: 

!tiH•J
Table 6 - List of Finished Products with API Batch[ I 

Material Material Batch Used in Finished FP Batch 
Description Number Product Number I~ 

•n•> 
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C. You failed to take appropriate coITective measures to prevent recmTence of power failures of 
unintenupted power supply (UPS). You recorded a total of ten (10) power failures where 7 are 
related to UPS failures in the Quality Control Lab (PR #148042, 154807, 155133, 155403, 155483, 
155494, 157215, 158114, 159607, and 160758). You initiated Deviation PR #155483 and DEV-
INV-R-0191 to address PR #154807, 155133, 155403, and 155483 which relate to UPS failure in 
QC Lab. You then initiated initiate CAPA (PR #160572 which is still open) to revise SOP #EN071 

tDrl'> 
to 
c:___ IYou stated no effectiveness check is required and considered it as an isolated 
case. You then encountered two more failures ofUPS (PR #159607, and 160758). 

fu addition, you failed to state in the investigations what happened with the products being tested on 
the equipment and failed to perfo1m appropriate product impact assessment. 

OBSERVATION 4 
The responsibilities and procedures applicable to the quality control unit are not in writing and fully 
followed. 

Specifically, 

A. You failed to perfo1m the audit trail reviews for the following data acquisition software utilized in 
the QC Laboratories. We observed several equipment failures during the inspectional walkthrough 
on July 21, 2022. 
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a. Lab Solutions Ver. 1.108 for UV-Visible Spectrometer (ID #QC/UVS/003 and 
QC/UVS/004) reflected a total of 25 failures/eITors "Cannot Operate because of failure" 

b. SCADA ( data acquisition software for titrators and autoclave) 

B. You have not established a procedure for handling the laborato1y incidents. Your Senior Director of 
Quality Assurance stated that laborato1y incidences are handled by SOP No. QC042 R25 (Effective 
date 12/14/2021) Chromatographic & Spectroscopic Analysis and Documentation Practices. I noted 
that the procedure (SOP No. QC042) only has directions/instmctions for recording the laborato1y 
incidents as Analytical Intenuptions (AR). No timelines to complete the ARs and no tools for 
investigations is available in the procedure (page 65). Also, you have at least 30 open AIRs and 12 of 

'(l>)(•J I
these are open for over [ 

C. You did not follow your procedures, SOP No. QC203 R02 (Effective date 5/20/2021) Handling of 
Extraneous Peaks in Chromatographic Analysis such that you did not record deviations when 
extraneous peaks were recorded for the dissolution tests for rH•> 
USP (l>J(•r,rng Batch No's:fH•> LThe dissolution_ 
test revealed at least w>~ xtraneous_0,eaks includin,gr {')

(l>)(i ) -

r ><'> I 

ljllJ{') ~ fH•J ! !"H•J! (IIJ{')
uSPL.....mg,L-mg, and dg that contain extraneous peaks 

were shipped to US between that are still withing expi1y dates. 

OBSERVATION 5 
Established laborato1y control mechanisms are not followed and documented at the time of perfonnance. 

Specifically, 

SEE REVERSE 
OF THIS PAGE 
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We observed the following during the inspectional walkthrough of the Microbiology and Analytical 
Laboratories on 07/25/2022 and 07/26/2022 . 

A. You failed to record the number of media plates placed into the incubators during growth pq;w1otion 
t~stin!l including the incubator number. For example, you perfo1med growth promotion for I r•) d' h re•> I h' h 1 d . mkn . bme ia Bate w 1c was p ace m an l own mcu ator. Per y 
Officer, · · iare reqmrea for each bacterial and fungal to be placed it1}"

1
incub~tors_at_ 

different ns. However, the Record for Growth Promotion Test of j 
Media does not account for the number ofplates placed into the incubators. 

In addition, you failed to record in Logbook #2543/22 (Incubator Logbook) the batch number for the 
media plates placed into the incubators. 

B. We observed two balances (ID #QC/WBL/005 and QC/WBL/007) located in the Instmment Lab 4 
(Room FQC1003) covered with unknown buildup on the sides inside the weighing area. Your QC 
personnel could not justify the buildup observed. 

OBSERVATION 6 
Batch production and control records do not include complete info1mation relating to the production and 
control of each batch. 

Specifically, 

A. You failed to document in the batch manufacturing record (BMR) and batch packaging record (BPR) 
the reasons for any stoppage occurred during the manufacturing and packaging operations in order to 
effectively conduct thorough investigations. During our walkthrough of your manufacturing and 
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packaging ~R.7rations on 07 /29/20f >i e observed ¥,~>u only document the sta,t>and end timi in the 
B~R for I . ITabs. g Batch #I Iand BPR r Batch 
-/:f Idurmg the walkthro s on 07 /29/20 

'!liH•> 

We reviewed four (4) product complaints for jcPR 
#107418, 107618, 140333, 144660) related to broken tablets and sho1t-count for DS market as 
summarized in Table 7. Your investigations to these complaints concluded there were no anomalies 
during the manufacturing and packaging operations. However, we observed on 07/29/2022 during 
our walkthrough of your manufacturing and packaging operations of that you df .pot document t 1e 
seasons for line_stoooa•es in.xour batch ma1 factwing and packaging records. isr~ 

Table 7 - List of Complaints for Broken and Short-Count Tablets 
PRID Product I Batch # Description 
107418 (b)(•) There was one broken tablet in 

packaging out of ther tablets of 
-){') 

prodt~t SP 
r ·:mg H•l I 

(b)~ ~ LJ107618 ,ealed boxes that should 1}.fc.Y-! 
pills per caiton, but only hadt )ills 

!tiH•l 

[9c,rr box. f 

I 
Complainant observed emE._tr r •>140333 

H•i 

in one box of 
r <•> ir (D)jn:g B. No. 
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1 •H•>I I I 
144660 r· . 

oacka1nng ofproduct 
(D)(A) 

Pha1macy reporting 1 tablet short in 
Tl'> 

Ipspt ') ,mg [ {A) I 
1 

B. y OU failed to document in the master batch records for r" 'tablet inspection fo1ms 
(F-QA-0130 and F-QA-0131) the number of tablets collected dming the operations as part of the 
AQL batch size and sample size. For example, we observed in Batch Manufacturing Rl rd -
Fo1mulation Order forr •> 1usp )li}(A) G, Batch c•> that 
you do not record the n sam e size (Page 3417393 . 

*DATES OF INSPECTION 
7 /20/2022(Wed), 7 /21/2022(Thu), 7 /22/2022(Fri), 7 /25/2022(Mon), 7 /26/2022(Tue ), 7 /27 /2022(Wed), 
7 /28/2022(Thu), 7 /29/2022(Fri), 8/01/2022(Mon) 
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