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Mr . Vi jay A. Kothiwale , Site Head & Seni or Vice Pr esident Manufacturing 
FIRM NAME STREET AOORESS 
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Tarap ur , Thane , Maharashtra , 4 01506 , API Manufacturer 
I ndia 

This documo.:nt I ists obscn·alions made h) lhe f'f)A r..:pn:sentalin:(s) during the inspo.:o.:1ion ot' ~ou r foe i li t) . Tho.:y ar..: inspcct ional ohscn at ions. 
and do not rcprcsi.;nt a linal Agency dc10.:nninat ion regarding )Our crnnpliancc. If you h<l\'e an ohjeclion n.:garding an obsi.:nation. or have 
implemented. or plan 10 i111plcmen1. i.:urn:cti1 c ac1ion in response 10 an observat ion. ) ou ina) discu~s the ol1jcc1io11 or action 11 ith 1hc FDA 
reprcscn1aii vc(s) during th..: inspcclion or subm it lhis information to FDA at the addrcss abm·c. I I' you ha\ C flll} (1ucs1ions. please coniact 
FDA ai 1hc phone number and addrcss alm~c. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION I 

Failure to thoroughly rev iew any unexplained discrepancy whether or not the batch has been already 
distributed. 

Specifically. 

a. The investigation regarding the metal particle contamination in iCbll-4> IUSP is deficient. 
Deviation # DEV-TA-535-19-0009 (dated March 23. 2019) was initiated based on the presence of 
foreign particles during the sampling of~(bll-4> IUSP. batch rn4> I Based on your 
iuves..ti!.!ati011 th.e con.tamimmts_we_r_e i_de.nti.fied as metaLnacticle wbic]LcQuld miil.imtte from_ 

r )(4) 

i ~ r><41 ~b)(4) and blender (BL-9)01 ). The batch ~.vas identified as 
the mother batch of the affected batch, which was blended on March 21 . 2019 using the blender, 
~b><4> The investil.!,ation was never extended to all other ~b><4> AP! batches 
manufactured during the production campaign using this equipment train between the major fl ~p11i n u...sch e.dtLl es_Eo r e.x am nle_th maior cleaning schedule of blender BL-950 I was between 

and about ' b><
4> I batches were blended during this 

production campaign. Your Quality team did not include all the batches manufactured during the 
can212aign for a risk evaluation. There is no assurance that API batches such as. but not limited to r (4) us..r:. t6ll4l 
b)(4) 

blended after the affected batch, without performing a major cleaning. are free of metal particles. 
These batches were distributed for the manufacturing of U.S market products . 
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Mr . Vijay A . Koth ' w<lle , 3ite Head & Senior Vice Presider.L Mrrnufacturi.r.g 
FIRM NAIJE STREET AOORESS 

Lup.:.r. ;..im.ited 7 - 142 , M. : .o.c . 7~r~~Jr Via Boisar 
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ina1a 

(b) (<I) lbJl4) (b) (ii 

b. Damage was noticed on of the ~quipmcnt ID # on 
. .Tun 18~019 arter completion of (bJ<

4> proct:ss ot~product 'CbH•> batch, 
00~ . 00~ . 

I lowever, no risk assessment was conducted on other API batches using the 
affected !bH

4
> incc the last preventive maintenance was performed (April 29, 20191.. There is 

. . b)(4) lt>)(4) 
a lack ot assurance that API batches such as, hut not l11111ted to USP 

f(lj) (4) (bJ14) • i:-:- f~ (b)(.() 
usmg tne a 1ected are not ,---, 

impacted. In addition. the production department failed to document the incident wi thin the 
executed batch record or in the associated equipment log. 

For the API batches listed above in part A and B. no metal detection was performed prior to release . 
As of the current inspection the firm does not have a meta l detector. 

OBSERVATION 2 

Batch production and control r\!cords do not include complete information re lating to the production and 
control of each batch. 

Specifically, 

Tl d . . I d . . . . tb><"> S . d fi . I 1e ocumentat1on ol contro s unng manutactunng ol U. P is e 1c1ent. t was 
observed that the batch manufacturing record was not provided with sufficient contro ls required 

lb)(.() b) (4) r , • :16)(.() '(6f(4} 
for the USP. fhe manufacturing operators change the of 
based on the nature oftb><•> ~PI material without proper~guidance in the batch record or approval 
from the Quality group. tb><•> USP batches manufactured in 2019 for u .S market '"'ere 

lb)(<t) . (b)(
4

) L ' . ID(b)(• ) l lSl.11'' \.'8fl.OLIS (b)(•) USlllg C.9 UIJJ111ent e 
-~ oow 00~ between The actual process was not 
--- • (b)(4) 
documented as part ol executed batch records. The was found changed by initiating 
work orders to Engineering Department without involvement from tht.: Quality Department. 
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OBSERVATIO '"I 

J 

API MH~Uldr l u1er 

There was a ra il ure to handle and store cleaned utensils in a manner to prevent con taminat ion. 

Specifically. 

a. On September 16. 20 19. the storage of cleaned non-dedicated utensi Is '"·as found deficient. For 
example, cleaned utensils such as, but not limited to scoops. measuring vessel~ and solvent 

. h. . d . . . d I . 1 !bH4> d we1g mg containers were store 111 an emergency exit corr1 or toget 1er \\c·1t 1 rums 
containing !bl<

4
l The drums were found labeled as .. To be cleaned·· {l))l.c batch 

(b)(4) -

b. On September 16. 2019. I observed an umbrella stored inside the equipment cleaning room. As 
per a manufacturing operator. this room is regularly used for the ''ashing of(bH.C> bags used 
for(b)(4) (b)f4) I 

*DATES OF INSPECTIO!\ 
9116120 I 9(M on). 9 /J 7120 I 9(Tue). 9 I 8120 I 9( Wed). 9/ I 9!20 I 9(Thu). 9120 20 I 9( Fri). 
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