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Doultabad, 'felan ana, 502296, lndia Active Pharmaceutical [n >redient Manufacturer 

Thisdocumenc lists observatio1:.s mudc hy the FDA rcpresenhllive(s)duringthc inspection of your facility. They arc inspcctionnl 
obscrvaliorts, and do 1101 rcprcs;!.nl a !inol Agency dctcrminntion rcgardingyour complinnce. I fyon have un objection regarding an 
observa tion, or have i111picrncn1Cd, or plan lo imr>lcmcm, corrective ac tion in response t·o llll obscrvi11ion,you mny discuss the objection !Ir 
net ion with the FDA represe111ative(s) during the inspection or submi1 th is in rorrii:irio11 to FDA at. the addres$ upovc. If you hn\'C any 
qucsrions, please con1ucr FDA ul the phone number a11d n<ldrcss nbove,. 

OBSERVATION l 
Systems fo r evaluating and qualiJy ing critical materia l sup1~Iic1·s is inadequate. 

Specificul!y, there is a failure to adequately qualify key starting material (KSM) sup.pliers for ---products. 
I. You ceased man at this faci lity in February 2016. 

Manufacturing 0f was resume · at this facility in Pebruary 2021. You 
foiled to nstrating that your supplier of crrtical 
materials, can supply key starting material o : in ten e quality 
and purity. ou .·.ai ec to prov1 e scientJ 1c ata demonstrating that our su Jlier can rovide key 
starting material which would not impact the quality of Active 
Pharll)aceutical Jngredient (A Pi..:.i.l ... .....------. 

2. ·ior to process validation of 
was not manufactured at 11""· s__,,,_,.,.,.._,~ 

s arling material , 
failed to ensure tl'~a ...... ,.,.,.,""1""· ""n""e,...,..""sL""'1p""1...,J ""1e""r""'c""· a.,,,,...,..c.,,.o~nsi:-:·r~s~e:-::n~y provide ey sttutmg materra at 1nl'ended 
quali.ty, wh ich would not impact your final APL ln add ition, a rational justification was not 
provided for failing to follow section 5.8.2 of your "Qualification &Evaluatio11 of External Vendor 
for Raw Material" procedure . 

. onSERVATION 2 
Inadequate sampling plans fo r raw materials a nd intermediates. 

Specifically, you failed to provide scientific j ustification clemonstrnting that your current sampling plans 
are represent~tive. Your sampling plans are not scientifically sound and appropriate to ensure that you r 
raw materials and intermediates conform to establ ishcd standards of quali ty and purity. 

SEEREVERSE Rita K Kabaso, I nvest i gator 
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1--- -,....-.K..:.:eo;· Starting Material 
ompound is received in a Once the number of drums to be sampled are 

se ected, you obtain a sample fromL..1 ... e•lllt'"""""""-""'idrum using a You failed to provide 
scientific data demonstrating that samp drum 1s a equate to determine batch 
homooencit . 

and then sample the ba~s. You 
• used is adequate to 

2. is received in a mg, a 
...._~-:-:----:-~~--: 

a1 c to prov1 e scientific know e ge demonstrating that the 
bag and obtain a representative batch sample. ----

Furthermore, similar inadequacies were observed with in process sampling o _____ ... 
OBSE.RVATION3 
Components used in manufactu't'ing nrc not (cs f· and released prior to use. 

Speciftcal ly, 
I. Your quali ty control unit failed to ensure that materials are appropriately tested for impurities 

prior to manufooturing o process validation batches dated, Februar 
""'6,,,,_, 2- 0'""2"""1_t_o_M""".a_y_2-,-'!811t, 2021. 
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Ma.terial Name .. · Mmu~fac,turing · · 
.. · 1 • , ·- .. S.tai:tb}1fo 

Quality foiled to provide a rational justification for conducting impurity testing 
"""'W'"1..11.w'.11ufacturing had already , ,, 

2. manufacturing plant was installed and was operational at your facil ity on 
October 6t1', 2020. Prior t 11 a, 1 • cturing use ~ou failed to adequate and qualify your 

._.,.__ ... li•nre line is u.sed in fl Ito l~e s~~11pl~ng lines 
o · our c unng pro uct sarnplmg. vbrm1ea lb plOvlde a sc1e:mt1 ru .1 usnhcat1on why 

vas not tested prior to use. Additionally, impact of using untested during 

-----process validation was not conducted. 

OBSERVATION 4 
Pl'oposcd changes arc not adcqunl'cly evalua ted . 

Specifically, you fo iled to adequatel.y evaluate changes to your manufacturing process that would 
potentially impact the quality of your product. 

SEE REVERSE Rita K Kabaso, I1Westi ga tor 
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OBSERVATION 5 

Active. Pharmaceutical fn°redient Manufacturer 

was changed from NMT 
le mcrease r the potentiaJ of generating 

Your finished prod uct (API) 
11111 impurities. In-process control tests are not 
o not potentially carry over into your finished 

nor to c an •e 

Quality control fail ed to ens ure that investiga tions made into any unexplained discrepancy were 
scientifically sound. 

Specifically, your quality contro l unit failed to ensure that investigations into any unexplained 
discrepancies were thoroughly evuluated to determine a scientifically sound root cause and initiate an 
adequate corrective and preventative action. For exa1i1ple; 

l. Complaint investigations MC-CA.D-0029 -CAD-OQlQ.]5. M~-CA.D-003076,, and MC-
CA D-003077 failed to assess the impact of ___ nalog ofF ] rn stability. Your customer 
notified you of their finished produ · . · · 1d clue an impurity in your product. You 
identified the impurity as analog for and established specification for your raw 
material and finished product. You f · ss t 1e potential increase of the impurity overtime. 
You have manufactured lots of ·ince receiving the initia.1 complaint in February 
2019. 

(J.!Pt0V££t5) s·1GNATUIU! 

SEE REVERSE Ri ta K I<abaso, Investigator 
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2. You failed to evaluate potential contamination of recovered solvents arising from previous 

product/material used in the non-dedicated equipment. For example, deviation DE-UO'J-00 I. 7'11 
and DE-UOl-00.1714 initiated due to unknown peaks being observed from ·ecovered from 

Your investigations fa iled to nssess previous product manufactured in the non-----..----e 1cate equipment. 
3. Incident AO J/Qf/G C120160, during method transfer for 

and ontent analysis, your initial nm fai led metho t-p-re_c_,1-si .. o_n __ -:oS:-p-c-c'l".ifi:=-1c-a~t'l"'i o-n-,-.::N":":"M"=":"~r• o for ___ .,. Yo ~SD, result obtained o. The original results were invalidated, and fresh samples 
were o tuined and ran by a di erent analyst using a different column. You fa iled to provide 
scientific evidence supporting the identified root cause "sample preparation" or "column problem". 

OBSERVATION 6 
Eq uipment not proper ly maintained 

Spec.ifically, on August 2°il, 202 1, du·· (Technical) batch 
water was observed leakin ' from the nto the production floor 
is unknown h 1as been .leaking. Floor stain in, was observed where the wa·~e""· r,...,,.,=~ 
we1·e falling. is used in manufacturing ical and - ...... You ocumentation addressing the impac · eaking 
i----- ~---

OBSERVATION 7 
Quality related activities are not documen ted at the time of performance. 

Specifically, complete reliability of quality related documents was not assured as there is a failure to 
document quality related activities at the time of performance. For example, 

I. On February 2"d, 2021, a Production Operator in 
observed to have written batch record information for 
his palm. Per the Operator, the information is written on 
record. 

(j~PLOY'U:($) $1Gt~TUltt 
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2. On December 201
h, 2020,:icomnound (~.ey S~arti.ng M_atcri~I? batch r- as run ~n 

GC/MS QGMQ-201 for impurity. f he. hrm failed to document the batch run 111 

the GC/.MS logbook. 

*DATI~S OF INSPECTION 
8/2/202l(Mon) , 8/3/2021 (Tue), 8/4/2021 (Wed), 8/5/202 I (I 2Thur), 8/6/2021 (Fri), 8/9/2021 (Mon), 
8/10/2021.(Tue), 8/l 1/202l(Wed), 8/12/2021(Thur) 

EM...-lQYtt{6) ~:(MIAWk£ OAl f ISSUED 
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