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THIS OOCUt.li:NT L1$i6 OBS!ul.V.AltONS. MADE Bf -nE F~ REPRESENTATtll~ !:IJl'IING TrlE. INSFE.C'J'ION OF '!'□ UR FAt:;-IUT,'. Tl-'EY AIU: INSPEr.llON.6_L 
Ct!~.r.TIOOS. ~ 00. FroT Hl!.f>Nl!Si!.'ff A flWIL AGl:....-CY De:tEHPilJNAl'ION PEO~OING YOIJR CCW-PLIIIHC'c.. ~ yc,i., t«v£ l,N Ol!J.!CTIOt4 'lEG">!CllNG /;N 
CtiSCRVATIOfi OR 1'1.t\\tf: IMl>l.Er,il[)fTED, 0~ Pl.iW TO 1~::!Lf1;m1!l' OCJ!lRE.CTr.'[. .V,:-'Tl,;)1.,1 IN Rl!SPO'J.SE TO 1,N CIBSER\'/ITl()rt,! VOi.i M.I\V llSCLJSS T,E 
CB.IEC'l'IQN Oil ,.cno..i ""™ THE fO,\ REPNE5eNTl'>TI',,'E(.9t L'IIJ!No'O TliE INSPECTIO\ilQP SIJf.l.11/H ™IS INf~M'\nO... TO fCr,I, ,t,T THf ~OCRESS "'90\'E If 
vau -IA.\IE IW'f OUE&.DQN-5, Pl.EASE COl'ffACT FDA AT THE. PIO",IE NUMBER NiO ~ .A9!J'IE. 

buk..-.ie; '\1' iNSPCC'flioN or Y0Uk , vtl\ll/ MO OlkiLH.,'CD 

Obscrw-tion I· Aseptic monitoring for fill lme. Fimng and Closing__Machin u1pmcnt 1.D. EQPIDPD/00 I 1:, not 
adr:q~t~. On 07 Odobf.:r 2022, during scmp .and m:1F11.dacturc of(b) <

4
> rug product, BatchCb) <

4
> ~ 

rWS) ODSCfl;~d lhc follo,ving; 

lates position-ed wi,hin lhe RA.RS arc l"OC~lcd. on thc (b)(4) flbr,/imng machine and ore repkiccd b)(4) 
'L__.-_-_-_:~wiLh manuf~Lurc l)Oss:iblc up to (b) < 

4l lh"3t would includc ~_Jopcntb)<4) nt.c:rvcntin-ns 1n ;r;;r,:ttling 
pls1~ exchange, TI,~ dt!,;ign orlhi! cnvirnnmental mnni,onng prn<:'l!.'i~ i::. in.:tde-qiq;:Uc IIO minimize the nurnher of 
R.A BS(b)(

4) pen irntcrvenl inm, Lt.et may impecl proclucm quality. 

b. Duriniii,r ~:change nf lhc cnvimnme'.nLBI moniroring s.t:ttUos pl1Ue<;. the tcdmici.an ~animt,cd 1hdr ~lm·cd h.entb 
4l!ftcr Ehc (bil l,eulin.s plate:" exchange, folfow«I by cnvironmcptal mnnitnrios, finger dab 'lt1 medill platr aller the 

(bl (:if) uliiig phJ.tc exchange. Personnel cnvironmcn~l monitori'Ilg is only rcprcsenw.tivc of the last sc-ttlin~ pl~tc: 
exchange. 

Obsc:rva.tioni 2; You di!l nol make ii!dc:quatc produc-L cv11Jugtfrm ru1d take remedial action \',.'here ar.:tion.ibJe 
microbia1 conu1.min~tion W.Js found to boc prcscnl in an area you classified as Grade A. 

fo May :2022. a s.ettle 1p]ale in the surroundingt6>l 4l resulted ,Jm};ru for whrch a microbial identilicanon 
is still pending. The same monitoring day_ one personnel lha1 perfom1ed deaning in the filling suit~, received Oul 
ofAlen. gown n1onitoring results at}~~ ~Fus. Aerococci Virjdans. Oft organis.ms ri:i=ognized as a sig,nifie.am human 
palho,gen was ld'entified. No furthecr te.sl1 ng was perfot'lfled co t.lt:1erm ine- if the organism can bie eoptuted by swab 
~.implin,g ~:~ "'or !i.Llrtact- sampli!:!i at'~ culli:!o.'.led b)· !i.Wuhs in. the R.Al35J, 1.hrough :;rr:riliLy t~l.mg, .mJ nlt'di1:1 fill. 

Obs.c-rva1ion l : ..\septrc pr-o<:-es!'-ling arc-Jts arc deficient rc1arding the s.ySlem for monitoring cm11rorun-cnta1 
cond ilions. Sp-cdfic:tll). 

EMPl()'(Ei:lSI t-A"'C -'"D 'fJ1\.f i~O' T.tWJ D,i,TE t:SSUED 
,.,,,·,sync ~l!ifort,. C-nm:;11111e:r .Sa.f~l} Officer 
t:l nlhiu J110, UJll':IUmi.:r S!iJ,.'lv ('Ilka 
Y1.111 \\ ang, Lc;iJ Biulot:,i!r 10i l4'2OTI 

YnnJ1min 1.iu., llin-1ngi-.l 
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FOCID ,t,1110 ~GPD.-,1t,ISTRATION 

lll!irFIICT Ofqf;E .-.aaRES!: AIO PHONE r,UMl!ER 

Divisioo ~t" Siot«hnt11logy ~tru,ufa.cturing 
I09!11 N4",,.,. Hamp.mm.~A~eA1J&!' \\'h1 II! Oal; Elu1l~m.1& c; I, 
Room !26'>. Sil1,c-r Sprillg. MD 2-0003 
Email O'PFB!LAlnspcr;hoo~UR~mes~flla.'hbs.goJ\ 
LnJustr, lnf111rma1l~1n: ww,.., .1;;.h1.~, "rdujcl~Lr., 

1111\ME A.NO lTl1.E OF JNIWIOUA.l 10 W~ RE.PO'l-18 ISSU:D 

" STREET ;l.l)M~~ 

lfF011lO.Z: • 111' 14tl<l::Z 

FElNUMl!ER 

l01007'l'b;l.tl 

lupi,t Limi100 {Bfotttb Oivi~OIIJ Villagt:-Ghot:iwai.lc:, Taluka-Mul.Jii 

CITY iTAT!; Af\10 ~~ C:C{U; TYPE Of' l;STt.ii:ijj'.iifi;NT 1NSPl1CTf() 

:Jl'iatC'. Maharashtra, [ndia. 41211 ~ --~ Drug Sttb!>latM:e and Dmg P.rndui:t MsnufsctJJrer 

a. Th~ RAB Filling Lint: uS.t.-d 10 1'1ll(b) <4> P, •~ cl11ssifi11.-d us •rai.li: A anti Lhe St1rmumJing.,,.(b")"(4"')-- re"8 
(unJcr (I LAF} is yJs1H:filSSifretl us Grndt: A. !rut lhe surrbunt':fing'(b){4) l"l!'..U is. nol monitored to Grade A 
sEanJ:ir-Js. Fur e1.ampl~. 

4i. Ncmviublr! particle m11ni1urin~ is nol errom1et:l unJer dym1m ic::: cond iLion!i. tb) < > rmv iahlr! rrmnilelrlng sample is 
obtained in S[.SliC ro:nd3tiori,(b) (4) (b) <

4 
> f filling .SC::l dp. 

ii. Active a[r :Sil~l~s ili'e nut obuin.etf u.nder U) na.mie Cl)Jldi1ion~. Only(bH4YcLiv~ arr ~ □mph: is ob1ained in swtic 
c:oridi11.ion, CbH4r : t.he (bl <:.J) rrn lin£; sef up .. 

. .. c ·- I J I I .a ' tb) < 
4 

> · " · r: Im. ~re e p- ill.es are on~ p aeeu r,~.ar h~e 1 u'l:t, teLu111 ulr LI l ttli'. 

b. Aetiv~ air samp Iin.gs is not conducted under dyna.rnie cond hton:S. durinia fl Uing opera.1.[011.s, in 1.he RA Bs fil lin.,g 
line. 

c. r ersi...,nnel tflat pel1-0ml 1.nte-n.·cmio11s in.to th~ RAB S un it are not ah.,.a'!.'S mot1 icur~dl upun eom p1elion or lhe 
it,t~rv~ntion. fot e....:ilmpk. die RABs unit a□d lh.e s.urroui1dJn~tb) <4) a are lxlth treated .as Grade A aru:I 
therefore movemem becween the N 'O spaces are oot creomed 0s separru.e :ar~ during equ iplfle111sem up. The p,ersor'I 
pi;l;.rfonning eq11i;pm-=1u set up cOfui.nuou~ly plnl'.e st~rlle c-utnponents inco lh!.! RAB!. uni1 tlrld r-eaeh om uf lh~ RABs 
unil to n:acl!J lor &1.fn.llha sttl'.rilc ctJm mtcmL The pe~11nne I lhaLarc F!"!rtic ip,a.Lint; in, cq uipmt."nl ~ Lup arr nol gklvu 
monilored unm theyex~t rhi::~. alLlriough mulLiplt-R.<\BtbH4> 011e op,cti4!'cl and cJrised forequipmenL !i~l 
lip. 

d. Stcrili:rcil com one:n'L,; (:.wppt=rinp; dispensinE ~omponenis, arc unwrapped ouaside 1he RAB:;; fiilling lrm~ in the 
4supponing{b) {:if) r-ea. Scopper (b) < > h;quircs opening the RABs \11,he:rc lhc- port is cx:poscd lo 1hc 

surrounding(b)C4 
> ca. lnfiliditron. stopp,er b3,gsarcopened in the (bH4 

> area prior to loading incothe 
RABs stopp,cr s oot. 

e. n1~~ is no environrtH!r1tal mun icorcn.g in lil..te'.J.S m111 ar~ fr~4u~r1 LI) couched tlt hBV!! h~a~ Lrfiffic man u faeturing 
p~tmte1 octi\' icy. For e:i,:.1mple: 

EMF\.O'i'EEtSt tt.WE t.NIJ. TITLE (,"'n.o-io Ct 1'f~ IJ.ATE !!!SI.JED 

W.rym: SL'lkrt, Cum11131cr Safe!:,. Oma:rr 
c...) ·n1hio lim, C'om.umc, 'iil!cly f'lffii.~r 

l0/L4'1022 Vnn Wm.B, I.q:I Qinll)ji!{I 
Vm:q;mlo LL\I, Ui!.llO.!;lil 
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DEPARTIIEN'f 0fl HEAL'TH AND H.UIIAN Sl!!RVll2t 
rootJ MD OOUG AIJMll',;Ss P.A non 

DIS"MICT Ol=Flt::F ADDRl:<IS ANO PHONF M JMi!l:;R DATft.St OF tNSl7-'!.CTLO~ 

Di-i.jsio.n orBiotcctmok,ID '-lru1ufacturJlfli; LU/01•2022 - .0 1•VlO~l
ID903 t'-t-w Ifnmp!fl,~ A-.1:n1JC· \\.'bite Onl; Bmldin_g SI, 
lfoom 22b9, Stl"t.r Spri11£ \IO 20993 
Email OPfBLAlnspcc,u!llL~Ull:,."Spt1N.b .iH da.hl u..~u\ 

J-010')7763~
ln,:h.iw:r fn(mm:uinn,; 'i,V\\.,, (;.lll.~1w/Q01~nd1i-;I I) 

~ME' l.t,l□-TlTlE' OF ;t.lll!VIDIJtil. 10 ~ RF"QA-1'2 :151.)FO 

JO,; Cfomdnknflr k.alhllte: Site: lJC'~d Vice: Prciidcnr - Opfrations
FIil\/ N.r.W: ---------~-Gf'J:,-[l!-l-~-t:)-c,'l_:{_$'S_________________ 

Lup111 Li1rt1Lc.-d 05it1Lcd, L}i,,, •u1nl V1lf.![~e.fihr,f.3,,.,,.ide:. Tolw:-a-:",folshi 

CITY STA'Tf .......:> ZIP ceoc 'I"/?£ OF !:ST,'i.BUSHlo':ENl ·•~CTE:i 

PwL..:, Mah1aru.:il11.,a, t,lilfm ., I.Z! 11 s Drug ~ub,.tllnce aml nrua l'mducl M111n11 fucturer 

i (b) <4> h;lfldk':t. arc nut nmniton.---d 
11. Th-c h1mdk 10 ~pi:n lnc shooL ror stopper discharg,c 1s nm monitored 
iii The] lurn11n int~rfacc Monitor ir. n('IC monitored. 
iv. Tht:- loc111icm ,,-h.tm: pers0nnd perform "eigh1 check~ is n{lt monilorcd by scnlc p~ates and surra~ monhoring is 
not performed. 

4 p {b) (4) r. There is no monitunng for 1111-l!IL!rnhic organ1sm:s. Thc (b) < > :ir.; fil h:d with a(b)(:if) ________. 

Ob.scri.'ij_tinn -1-: Prutc..:riv!I!' ;aPi11Jn:I. such us hci!tl .eml face coverins ,,..n!i< not 'I.Vflffl 11s riccc:·:ss;a.ry lo proLJCCI lhc drug 
pruclui::t from ttmlwmnul.iun. S]k!cific1::1Jly, 

On 07 Ot.Lub~ir 2022 J \VS u.lJ.sc:n-,i:d tht: Sci.up uftht: fill lcne..,. Fill in• imJ CIQ.'i10g M::n:hlne, equiprnr;rlt to. EtJP'l 
DPD.1001 ro,Jfi>l4> rug produr.::r manufai:rure. B1u.cl·/bH4

> A fill opc11Hor was. ob~rvc-d in Grade A 
spate 'll~·ith I} !>rr'i 1dJ .irea orcxpl.llS~ skjn ut ilie goSJ:! Le hood intcrfacc. The he;,orf ,,:,,•as 1 nadcquatdy Fitted to th c h-c:oo 
arid facll!. 1r.. i12, o portion orlhe huot.l. fabric nuL pu.sitionetll under rhi: goggle l~v1n.g 1hc aposcd :.:U-C:3 of sldn. 

Ob.senmtio11 .5 ~ Gmwlh promotion Lt::sf ing or swah!'i ~cd to col lee Len vi re.mmen•~ Im0fli1oring :;;amp lcs docs not 
rdlt:".cl routim~ im:ub~1ion requirerm:nm:; for C"Qv1mnm~ntal monnoring samples. Growth promolion tcslmg is 
pc::rfrirmcd lly incuhn:Ling s:;implts a11<b) <4~mpcrnt,1r,c,. (b) (.J) hcras routine mm:ubation requires mcubation from 
20-2SC for Lhirce duy~ folh,wai hy 3-il-1St for ~n addiminnal 1wo day~. 

<~~~1.li.v ; A b1iilding and raw material in support or(b) <4> rug substance imermedfate a:nd 
•rug substruicc and drug producl manufacture are nm adequa,ely controlleo. Spedfically.~-------

a. Yoorra\'- tt>ll4l form:mufacrure i (b)(4> !n·ill1 a Lu in Limit~ um in.s~t1tion ltx:a.1ed.a1lbH4> hy 
4prop-ert)' I.ease. o..,en.i~ht of the purnp1ng s. a on ii. b)· (b) < > d pu.n:h:t~e order, ""'hh :no c::,,nLracl 

t1@rl!1::n'le-nl, Tht:rt! is. no ptueci'.lur-il1 LOQtroE or m.:-t:c~ ttmlrul forthc- facilily. with the fatilily m>L :,(!tUR, 

b. Your GMP raw (bH4> an:-.a docs nnc h.:ive Irmitcd access. 

\Vti)l'c "ii<!i ren C,;irNmx, Wc':" ()ff"~ 

C} ntl1iit Jnl:I, Currstn,K"I ~I~ Ollm 
Vu11, W..a11,. Lrl!J Bi,,lol'it!4 
YPnJmin I-"t. Riologl-.1 
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DEPARTMENT 0f" HEALTH AND HUMAN SERVICE5 
FOOD Mt.} ORIJG I\DMINISlRAllOM 

t«STRIC I OfFICE ADl)fr.ESS MDP~Nc ,._JJPABER 

(')1vt1,1\"lll ol flmledmolof:U Mlll1ufac1 ur111s 
ICW03 New Ham,1»lnre- AvC-llll.C'; White O;Jl. Bualding 51 . 
Room :W.i>9, SIL,,.cir Sprm)il. r,. 1r> 21;1993 
b.milll (lllfHI ·\lm,pecliol'!48 3 H:r.qllm•.£i. ~fi311 'hl!!i !l,(11. 

In.dLISO) [r.fonnado11., \\ v,\\ .fd1q,!1.•Y1oc. 1rll.'.IYS1:r., 
i"i."ME. ,a,N i, r'>iciQ10Uli[ r uw,; i-HIFPQ,l T ;; l5IS c 

-r,o: Ch3Ildre.1ani Kadloti:-. Site Hen_d Vice iPn:stckm - (}p,tmt1001 

lf{ll"~ N,1.1.'I; 

Lupin L• mrLC!d [Bintech Di"''''J1lm1J 

CITY, STo\TE. "XO ZIP COOE 

P!lllC, M~rnsb~, Indm '1 I~1 1 !, 

DATEl:.5-) 0:- tl\SF£C TlCN 

1 MH 20~ • 1[111-' ;.m-;:;,:: 

FEJ :JMBIER 

STRt:f"-,t,lfDRF.,oo 

\' 1llngL-.<, ls111a"""21dc. I;atub,-Mcl!>ohl 

T'"r 11£ Of' l!:!lTAllllSi"V!:Nl' -..,SP(OTEO 

Uniia ~ubila.nc-t? aJNI Drug 1Produc1 Milmu focmrcr 

Observation 7: 1he uahfkd st~e or~ ma11Qfuci1,1ri11g ul.ilhy "i)"!i'lem i!i not mJl!EnL1.1im::d. ,~ i.:i;;l'ic.i.ll, 
Vour OMP rnw <bH4> ·stem includes but is noL hmitcd to tin~- addition of(b <

4
> 

4 ------(b) < > y pump, Thi: di:;,pi.:n:c.e pumps huve nul httn calibruLeLI siJlce 

qualification in 2019. 

• Th 1· ,:-,: • f ,r, • i • ~ (b) (4) ...t ~ • d ,-: .Obs-ervatlon 8: ~ c qi:.w 111t.at~on o ~ ,n<:t11ty ..~_yskm ,'1r rug pruuuct manu,atlure 1s e,1crent. 
Specif1c-ally. -----
/\ctording 10 pr.'ltocol PVP/'024--07, Pro1ocol for Perfurmanc~ V~ririca:cion rPV J uf Drug P!'Oduc, \.trurnracmring 
Ucpartmcnt •HVAC'). Effct:r1\'t! f.>.qli.: Oli'0&,'!2 . Section 9.6, Airflnw dirt:(.'tiun test., airflo~ v1sualization ru1d 
smoke pam:rn ,csting 1s to he conduc1ed I.Ct ~htJw lhe ,111:cm.d airflow pattern 1.hrnughouc the cJe:1nroom. On C17 
Octol,,cr 201~ f (\\''\) oo,o;e.rvetl 1,m aree of Grade B .spuci:: '!.iilithou1 di~l J-lEPA filu·ation adjoining Grade: A sp;;1cc 
for Room (b) <

4 
> fill n11~, Fining ru,d Clusing M.ocJ,ine. Smu'k~ \'isu0J i.zalion lesting for the Grode B area. s-rnol.c 

applied til (b) <
4
> lt:vd 'l.\'ll$i nrH ccmducted ini nssuram.:e .airflow is tmifonn at1d '.\1ithom turbulence to the (b) <

4
> 

return. 

Obscn·aticin ?: fraining lo perfo1111 n:,5ignetl funct ion in ~uch 1.:1 rnunner as co provide 0.SSuranee lh..aL lhe umg 
producLha.s th-e .sa f~ty, kknl iLy. ~lfengmh. qualit)'. 1md purity lhat i1 pu.rpons or is repre-sented to possess is 
deficient S~cific~11y, 

SOP_Pl\lB l>P_02S{w6, Washing and f'leanin~ ofAmcilial)' ffem:r;, ,,-6. 19 Seplemlx-r 2022 provtd~s lnsi:ruction 
for manual cl-caning ofdrug produtt contace equipment. Training b re~ and und~r:;lBJ1d ~ni.l "lu~~_tion.n<1 ire. wilh 
1.ru.ir1Jng ilm inclu1.Hng on quaJificauon nor rcqualific.ation.1 

Obscn,·11lit1J1 2O: Prueei.:lu~s for decomnm ination ofmllle rial .and component:; going 111110 the cJas::..ifieti d!:!:ln 
rnanurac1uring moms arc nut sumcrent to p~venc euf'itruTLinacion. for ell.ample. 

. . f h ,r . d(b) (4) • • 1J • I • • i "' , I
I a. f ungaI contammatLOTI o t c me,,1tri. prcp1.111:1110n un ___ reparatJon ,mias lf1 1e mLcmi..1a, manu ,actunn_g area 
in ~ eptember 202.1 \'l'ilS found tn lhe- n:lated Hl improper deco11tami n,;1.Lion i,fmaterilll dutitt ~ lnlt'lsfer from 
warehouse to manufacturlng areas. ~~~ mpu:is wr,m: found wij1 h 001 c.>r 1.tction IimiL lun~al-t!Jtlfits. from ptarn:s 
exposed on 17 Se_ptemller 2021 and pre"·iously on [)IJ September 20:21. Com.-c tive ,1.1,;tiCJns did nu\ i neludf' en.suri11g 

".. l:.i:t'Sl OOW-T, 11.'W'L(l!tfl; !J;J NAM!: ANO mLE !Ft,,,. DI r1?0J c,t,TE. ISSJJl:0 

SSF . 7~-V ~~ Wa:f111!Selfc.rt,.C."nsum..:r~kcyOIT11tt..-r 
~ vryt ---- t')mlwi Jliil. t·,uruurncr S:ifel} oml:llt'r IO(I 4120::1~ . 

PAOC ~ V YYI W1111_ h-J.d Binloei:.1 
__:j'~ 't'(lne;m,n Uu. Ri11lr,.gl-.1 
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4
> 

Dl!!PAR'f'llll!N'f' O'.F HEALTH A.'.ND HtlMAN SERVICES 

lupin Limited ( Bio1e>ch m..·1si-o.n • v,1 litjc-Ghocawa:cic. Tai ul(~M uJsbi 
•c-rTY_S_'T_,6.TE--A!-!'ID_Zl_P_CiO_C_l:______________.,_rypj 0, !.-$ ~ 11,41:,N• lfll~P[CTee, 

PLmC. Mwra&htm.. 1ndio -I 12115 l>ru_g Subslw1..>t: 11.1w Drug Product Mall\lfutuur 

def'untaminaliort procedures supported the recommcnd;Jlioo from Lhc di'.'linfecbnt efficacy stud ie-s. 

b. Tht pruee.dur~ for {leconlruninartion ofmaterial going from ;11 lov.~r grade cnvimnmenL to~ l'li!khtr ~ri3de 
l!n\•irunment (i.e,. gofng from grade(' 10 grndc- B} is lflOI dcf'in~"d in the !i,JJlili.,.itron proL:c.:Jur~. SOP PNB_Dr_ 
016281. Mllleri.aJ Mo\1e1ne.n1 in Drug Produ-ct Manufacturing Dcpertmenl. Fm examrle. the _pruudur~ does not 
pro\•ide a minimum contact Lime for disinfectimls as dcfim:-d i'l'I lhe Re: T1 on Dhinfi.::..:tanL Effic0e) Test 
Vnlidadon. Disu1ree1ants Cb) <4> _____________ _ ___..., u]re a minim~1m 
ofCb) <4> oncan time- iJndCb) <4> quir~s a minimum ccmleca sirnc of(b) <4 

>,...____. 

Observation 1 I: Specific idc-ntifi;cntioo tc;c;ls arc not. ccmductal un c{HnponenlS that h.a11;e been accepted b,1scd on 
lhe suppJier's N'p-On of.analysis, pccifically. the followin.i; m'll1, malcris)s do not 1n~ce-ive ar1 identificstio.n lest upr>n 
rece fµ.t and are accepted l:iaSC'd <:in the ric, re,, a r rhe COA: 

4 4 a.tb) C..J) s,c-d durin,g(b) < > -....--___,of b>C > oes. nm rL::cei,·.: an 1den1ification 1e:st 

upon receipt r\\lo lots tlrnt drd nol rccef,.,e an ide-n1ific.a1ion. Lc-s.1 ha\'e bi::i.::n fou_nd Y..ith color nol me.zting 
sp~rficalion iup11n dispcn'>ing of the raw rnwc-rial llil-,;. 

4 s u~'f;! in Lh tb) < > own.~uea.rn manufacturing.,______.... 

The numt,er ofcontainers to be sampled 1s not lniscd upon~[lria1c criteria. Sr>ecif1c.ally, ch1m~ is no 
justific-.1.tion for the sa.nple siz~ for dimensional testmg o(\Cb) <4> Tn.; :c;pi:tific11tiu11 for thl!' (b) <4> t:quircs~~~ 
unit,._ Lo be 11::srt:d for c.lifn~ustons. bunoutinely. ontyCb) <4>u:nits are tes•cd for di111e11'iions, 

Rcquin:mi,;nts rhal mu.-.t be met b-}• supplier:s have tlOl been e!Ulb.l•shcd. S ccificolly. lhc finn docs not havi= a 
qmdit\• ~ rn cnt \Vith \·cmlors rher manufaL·fure aml suppl) ch~ (b) < nd stopp~rs used in the m3ni.ifo,elurc uf 
(b) <4> drng product, 

Ol>scrvacio_n L1: Your examcnation -and tes,1ing ofsamples. did not l!.'-1..'lurc- 1ha1 the- tlru,!; prLXluct and in-proci:ss 

Hi<lb M'O ORUG A.llUltl/ STRATION 

.D.\STRICT 4JF-FICE: ".OOHL~ ,111413 l'l'!Cfil:. "-JMB!H 

Oh•.,inn of Bi,:itccb1mlr,gy Mn1111fa.:tu:rjflEI 
I0'903, ~i!W tlan1pl.ltirc A\ Ollis!'~ 't\'lu[t: uaJ... Bt1Jldlns 31 r 
Room ~6q,. Si3,.·i:r Spring, li.tD 2.0993 
Email OPl ·el.A lmp:-..lmn"1>K ~ lt~"T'ffll!-ol!!Sf~ldn MJLi-.KO\ 

LnJIB[I) lruumiaLv11. \, l\ w.fdi1.g1m'oc 'intb.isu} 
NAME ,1,1-,10 mt.!! 11'-"Dl't'l!JI.J,L •MioM"'"R{~if1 ~~U, 

TO: Chwdn.~nl 1'.iilllotc, Si,c: HeaJ Vi.:-~ Prr:suknl • Operntioos 
Fl~flANE STREn "-CC~ESS 

mated0 I crin formed lo s,pec ifirntions. Specifically, 

e,li'~OvfE(.!ij N..,.J!;; AND 1111.E 11"1.r.f o,-~ DA.E l~UEO 

',,\'a:,ne Salm, C«!tiUJlKI' SJ[d~ Ollica 
L,> 11UU:.t JIQI, l Ollouflll:r Sula) OITTl'tr 
Yan \Van~ Leu.I Bioloeiu l0ll4-r.r!OI2 

Y Wlll,tllCll I.Ju, Tiirlll0ib1 

Dtl,l'E('St 0-" '6PEc;rJCN 

IO•Yn '2-0U • In'141:()11 

FEil -.....BER 

.JOl09716:;,i 

SE.£ 
R(!.l.lf:M5 
OF!ril.!l 

PIG!. 
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ll.lE:PARH181T OF H.!:Al'IIH AN:D HUMA.111 Sl!:RVICH 
FOOll AND IJlt<IJC,. 11.l'.M"'JJ$fH.A?IG'II 

Cl&TR}::, OHICI: i\tl!).'IE;~ /I.NO l-'tlO~L NUMllt.1< 

[hvisicm nf f!rt11echrml!lJP' l'\.hnufa...4.unn.1£ LOJ0l'l0l2- IO l4.i11Jl2
ItllJO) "',lc-v,. Ht11npgblk A\'C-lll1C, Whitt Oal Bulld1.11,g 5 L. 
Room .:!.:!69, Srh. er Spnng. MD 2Ql)9J Fl;l NUIJCl!EJI 
l:.miJJL' c)t'Ji9LA.lri~J1«1 mn41!.3 H.c:,;.ian,'!!).'r.i•fu.hhs.;.:o, 
lm.;Ll!SLry lnfoffl.lution. wv..~. ii:lo1.g1:11J,'oc ,r11.htsuy 

N,l(\.':E.l:.'ID. rl fl.'1. 0i. l'..01\i'ICU,.,_L l'O w.ia'-!< Ku•t,,i l~iS'H!f 

ro~ Cbondfllka11r Kn.cbotc., S.i.t: Ht&d Vice Pttsideni - OpenlioM 
FIRM NAME. S;TRl!.El ,>l)Otl(S,! 

Lupin Limited (Btol~h Dii,•1siooJ I V,ll::t~•Ghoto1wod~. Tnh.1!..a0 ,",/111l:shi 

CITY STME /ltlD Zfi> CODE Tl'PE ~ E571tau::iH~T INSPECTic;'O 

Pl.Im:, Mi1hllllWltm., lndt11 4121 Ij Drug Sub1,b11eie and IJ.,Js l?n:,du,cl Ma11u l:.!.t:Lllrl!r 

a.. b 
4 

• • tion defoctsclS used to cnallcn c rsonrn:I Juring qualifieation for inspc·ctino otf!~~m 
and ______ re made up withCb) <4> '\i'i th no defects and (b) <4> ith defeels. The 

nuid present 111 non e «uve(b) < 
4 
> is nflt free flov:ing and arc easily idcnliliable vcn;uj defi:efr,relb) <4> 

\\ h k h are m1cd with ire-e-t101.:\·ing flu id. ----
b. Personnel -are required •o ob!ain eye exams as ]'la.rt orthc visual inspection qualification procc:~'i. The vh.;ual 
examlnaLions do notal"Yrr}S include a test for ncnr visual acul1:!f , 

Obscf\/ation 13: Your cx;;1m i11ntfon tmd tesJ in,g ofsamples d,cl nos. ru;sr.m:: I hffL 1hc drug pmducl and in-prncr::s~ 
material conformed 10 spccifk:uions. Spcdfic.all:y, 

4
il, fh,Jb) < > is~1 i.-is- «;Lio11 defect ~crs ul!icd ro chal~ri.;o:nne! c.lurin,g quelific~Lion for impt:t:1ion ort [}nL

4ond ~~ (b) C4) re n,ade up wi1ht6)l4) ~ith nQ ddt..-cL~ a.nd(b) < > Nilh derl!t:lb. The 
fluid present in rno11-dcfcctivc:<b>C4> 1s nom fret: nov.-ing and a.re ca...ily idcn1ifi11bl~ Vll!f!tl.Ui dc:focl..ivi.: (b) (:.J) 

which ar~ filled with frcc~flm,.·mg 1,11 , ----

b. !Personnel ar,e rc-qufrcd lo obtain eye c-xallls BS part of the visual i11-i.;pcc1ion qualilicatinn rmce::i.s. The vismd 
examinations do nm a_l-,,,,ays include ~i tcSI. for nc:;rr vi~uol .'.l,c1,1it)·. 

Ob.ser.·u1ion 14: F111h1rc: 10 pcrlbnn a thorough tnvestJgation. make a r~ord of the c.onclu::-ir.ms 11nd fo1lnVr-flP of 
illl une~plained discrepilJIC}' or a failure of a lot o:r unil 10 meet any of its spceifiearinns.. Spccifict-1Hy, 

V,i::ru.k>r Co111pl.m,1l Nolitica~Jou # 200011547.S \Vas anitia1ed 08 A nl 2021 ,vhen raw material was round ,,_,.·,th ran 
4 4tlbnorrnal color. DuritL_g di:spr:nsi.nl! of (b) Cl .----biJtchi r. Cb) < > or the manufat1urc- c.1f 

Cb) <4> th:c mllle'rl-al ~...as found co oo (b) C4l in color ir1:Stet1d o (b) < 
4 

> r .spccificntion. A 
com;p.l~inl was filed with the vt:ndur .and lht: \t::ndur invt::-.lig.alion was rnmp!eted on 06 May 10~ I. Tfle \le1,dor 
confinned chc dt:fe:i;:r snrJ reportedl u,her simifar c.:ompki ints wa-e rt:t:.ei'\11:'.d. A ckv i1uion ma\'est..1.gatLo, 1,-..as not 
initirucd to delcnnim: producL impact. 

a. Product impa~t was :nm performed as rcqmrcd by SOP_MUM_C,QA_fl0971-JI, Handling of V~ndnr fumpfo.ini.s. 
,-.htch requires '"Based on Vendor •n-..esdgation l<..:.APA sire QA• Head I Manager wilJ rcv1c,v and cvaJua.1~ tile 

EMl"I.O'I' CIW:.) Ni,MC ..,N0S)T..£ JfJl'Ylf l1o' f.>wl 
\\·11}-ne ,;;c,1Piirl C,.:,11..,1moer-S:~f,;~ Offi,;i!r 
C::1othia Jm1. Collhwtn.:r ~alci.) Ollio..-r 
'1'111 Wan? ltad liiokit(ls.a 
Ycmp n i i1 FU~ln 1~1 
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DEFIARlMEMT OF +l!AL TH AND HW,\,UI SERYICES 
F-000 AND tlHuG ilb'.t.NIS fRATKll'IIII 

C1STRJC T OFFICE ,'LlOHE.!::$ MO l'"lCfi£ HJMUUI 0,1,~lOF ltASP~TIO,', 

Dh•i.sion orSintc~h,u;tk•y.:y Mn1111f,..;fllflnR IO OJ-202::: - I0. I.!120:ZI 
109fU Ni!"W I lwnp!>.hire A ~t.'llUI!'. \\'luli: Oa'l Buj[dlns .5 J. 
fh'IUIL1 .:!.~69. Sil,.·.cr Spring. MD ~Oi)qJ 
Email. OPFBLAlmpo;l1nn4.lt3Re.or;pooses1@fd1t ht..KO, 

:lCl 1(19776l.:1 
lnd11"1ll) Iri.lomia1wci: w,\ ~. liJ11.1:,-0\'10C 11.dU)l;l) 

liAM!: Af.l□ m LE CF ·1r,□1"M1JACtci'M-IOM m.l'Oif1 .::.1SSULti 

TO: <·tiw1draluihL !Kilili0L1!, Si1e Head ViN Prcsilknr - Opcra.CioBS 
~ N.iWE SI FIL(T ADDAtSii 

Vil~~•Gfiat:awnd~ TaJuk..!-Mu~i.h,lupi,1 LimiLoo rBio1~11 rn.. isio.n • 
'TY?[;. Ol' £STA81..tlll'IY-d,!T •-.isP!CT[D , ST,ATf A.1.,1> llP COP!: 

Pllflc, Mill'h.ara.sbtrn., b1d•a ..J 12 l l 'i Drug S~1.11m:c ar d D111g PruJui.:l M.snufa,.'Uln:r 
---==---<I 

• [" .,!\.~ l ' I • r 'I bl • d • I ■ r......l k 'I {b) <4> I,m~t:l a v~nuur comp au1t u-n stocr..) i31,':l I a c ::il site an rci.·1ous · {Q,\.-v !:-1DC s.. 01 
i¥ {b)(4) vas. L't:Viousl used in the m®ufac.lllre ol b)(4) # {b)(4) .-w-,-hi,...c.,,_h-,,,.-.a-!).-u-~---d-Lo_ _, 

4 4manufacture (b)(4) Drug Substance: ill' (b) < ) The D ~ lol ,vas u.,c;ed in I.he mruiu focwri:- o (b)( )
(b)(4) .,______, - '------,I 

Drug Pttid ut.-L tJ 

b. t b) (4) ch: 74 (6)14) noL quarantlni.:d un• iI 0'2 Sc:pLcmhc:T :!011 and the ven<lor- \t,,'aS 

nut blocked uulil ::!.O Dect.:1mber ::!U2 l . 

Observation 15: J\n cquipmcnl system elc:aning spedfic.;11,on i-. inadcqu-tJte. Specifically. 

fo rnicrnb[ofo_gtcal downstrearn manufocturinJil; for1(b) <
4

> drug !'.ubsLHni.:e inkrmetl iar~ nhmufactur.e. \'OU ha'\.'e a 
s.e1 a cor11:lucti,;it}1 rinsatc '>,PCCifit11ticin Df 5 (b) <4JµS Jc:m in cleanin,g \·ulitl.:Jlfon for I.he t~~ liter and bft4>1itcr 
r rocesstn.g Vessels- Ihc specificoti1..m i!:,, incon11i~1 enL \\, iLh Lh.e C:lfluhil iLy ur thL! eleanin._g p:roee::.s 1.mi.l cteiJn1ng 
validc1tior1 re!:ult~. 

Obwrvation m6: (1,e oot~h rroo1.u-:1ian anJ c.flf1Lm1 n.-conl!., .a.re dcficiL!nl in that t'.lit:-y do nut rfl.dudc Llocumcnlation 
uf batch in\!estigaaions performed S.pcdf1colly. 

il. Deviation F DEV-r~775-20..004.J I w;iunjtjatcd ,.,1Jcn 1crnpcraLu1:c.s.~iun occurrrt'I iI'I the '..!..S"C cold room 
h

. h . (b)(4) , j . I (b)(4) ---i. , . I (b)(4)
\', 1c Wil~ '.!ltonn~ mie..,__ _.,._,,....,,___ o uuon 01, on ,______. ·01uuan nL. one 

(b) <4> olution lot, and tifteen <b) <4> ,___not li,...- _,withDrug Substanc~ lo~s. The individual lot.Hvere ___,,, nk-ed 
lhe deviaaiV!I and therefore there is fiO history ofcempcrature cxeu.rsion for the lolS in stnra,gc. 

h. Dcvi.LLion mM i:Scligations. \-',,~ re l'IOI i.ni11.iated y,; hin t'.rn raw materi::il 1016,(b)(
4

) pl b>l
4
l 

aml # l b) ('l) ,.,·r:re found '1 dift«~n• colur Lhru, speciiic.1tion for appe.arance, ill Lime ofdispensing for_____,, 

manufacture o b)(
4

) The ev~nh,,.as. a<IJn.-ssed as a wr1dor -complaint bum no product i.mp{te1 
4 4assessment was made- focr nrcv,01.15 use o [ I.he klt (b) < > ________. lot tJ ,<b) < > s rcviously used 

4 4
in lhe manufacture o tti) < > _____, 1-# (b) < > ~,.hich w~ u~iJ LU m.ittuf.i..cuu·e{b,<4) Drug 

4Sub~tanee #l b) <4> I~ Ol was used m Lite m:.muf3t'lurc o (b) <
4> ruB PrutlucL t# ._b_l <_ >_ ___. 

Obsr.:r\'l!lioo 17: Sttlt\i.l.ard opera.Ling procedures in support ofmanufacture are ddic,cJ11 or arc noL follu,.,~d. 
E.IIPL0'!'{4$J ~1/.EPND TTTlf """" Or r)9)t;I □ATE 15.SIJEDEMPLOY~:-~ .·. 'i,\ 11:,l'lt' ~ll('n, <,. IT.lfl%11t!r S.11fd~ Omct!r 

~f"C'll1~ C'.!, liiliu Jim. C.u1b_wn,.:r Saki)• Urlki:rI LOH4'1022 ~ --.._.: Von '"-'WIJ!. Li:o!} 8-oloj!ist 
Yt111pr1m IJu,. tlint.:isll!II 

FORM FDA -4ll (11"111~ Pfl'. INSPECnOHAL OEISERVATl'ON'S 
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MPARTMENTOf HEALTH AND HUIIMH SERVICES 
roo1.> M!J ORLJG nDI\IINJSTIV,TJot1 

a,s-:;,cr Ot.HC-!: olOOi-:'l:SS ...NO Ul'!OOI: t.tLl'.itiE.SI QI,TEi S) Of lf,;5~TION 

'01\ isk ,11 nfBi-ilC"hnnl~• Ma1mllclunng I O,'O)lZ0::!1 • I 011-4'2012 
IDG'lll New H.:imp,.,lli~ A\·ct1uc-, \\ Jiiic- Onk B1.1i)df11g 51. 
Room .::::::69, Sih:rr Sprm!!,. MD ,oqq1, l"EI Nt.t'IBS~ 

'Emall OPFBLAI mpcc:t1n11+111Rc,.pc,n11e.Vu fd.J.hla_s,0, 
3<1101)776.M

Jmtusll:)' J11cum11uiu,11. "'"""" .fda.~ioc,111dustn 
r-.AJ,'E Ioli Tl ILE. 0.- INlMCJU.a.t ~1-10'+,iT7~ l~JE.0 

TO: Clu1idrJl,.1111L 1':.t:11bok, 'Si1e Hr.:ad \'1ce Prc-s,idcnr - Opcm(1(llll'I 

ARM.NAME STREET ~E'SS 

Lupirr Limiu:d 4Bw:,JC('I} Dii,isiosO V1lfa,!!.!!-Gliota•M11k. Taluka-Mulsbil - -- ---------
O"Y. STATE -'NO 1.1P ,:;.one 1'YP( t:ir u;T.-,l;,J$1<1.\....p,CT INSl-'FCTf'O 

Pune. M11t111.r.illil'ltra. lnd-1_ 1_2_1_1~___________..._Dru.s Subsw~c and Dmg Produ.ct__M_a_oo_r-"_ ta,r_i::r_____-11 

Sp~ci [ically. 

a. The: proi.:1.:du.re ror d~conramimnion ofmalc-rfal going from a lower i;rude l!nVironment tu iJ higher- grade 
c-nvirunmi,:,Dl (i.i:•• going from grMI~ <..' to gr$Qi:' B) ,..,, nol dcffocJ in I.he s111iiti.£.111Lfon proc,..dure. SOP PNB_DP_ 
026281, M,a1erial Movm1em in Drug Prooocl \1anufacturing D~_partml!riL Fort exarnpl~. the procedure docs not 
provide a minimum contacuimc for disinfectanl5 as dd'inc:<l in chi:: Re .ot'L ,on Disinfect.am Efficacy Test 
V I'd • o· ' ~ · ~6TT~ . • ' ' 

il L atton. ~sm tectants -------------.1 ______,.r,cqmrc n mInImum 
oflb) <4) oorocL ume and(b) <4) r:cquirc:s II minimum c()nLBcl lime of b) < 

4l .,______, 

b. V-:ndor complainl jnvcstiginion # 20flfl I M75 wes inlLta'll!'d 08 A p-s-i l ~02 l and vendor coo1p ldcd tnc 
im,esti~mion oo 06 May :ZOl I Per SOP# 01}{J79 I. "'Bas~d on Vc:ndor in\'e:!iligation /CAPA silc OA • Head l 
Manager will revi1:w .md c.,,.·,aluate Lh~ frnpu.ct of \!t.'l'!dor oon1plaint on SlOC'ks a.,.ailab)(l ot sile and pre,..-iously u!ied 
stocks•.., rhis w3-", no1 pcrfomu.-d in 1hc ca"'c: of \'t:ndor rnJ11,Pl.i.rm in,. estig:nion for ti 20001647S. 

c. Under Rl::f11PQ?MFC"i/45S. Report on Performance Qu1,1]ific-ation ofGI '--------....., .(~P/MfG/455, 
02/11/2019~ ~•ou validated an e ui mr:nL tlirlf hold of{b)(4) Prnei.-:du~ hOP ,~NB r,..i1~ 44507, Of)Cr.tLion .ii:nd 
Cleaning of Gt .(bl <4l •l. F. m.-cLj ve clah.: 25 !\.fay 1022 fails 10 in;lude 1he c.:i~ipmcnL dirty hnl<l 
1ime limit 

J. Untlc-r QC ~Rn.1-009-00, 06104J21J22. llepof1 for 1Cle11niog V1Jlida1icm ,1mcl I loltl Time: Srudy Raw Malc:-ri'31 
Samplin~ Too1s,you vnlidamed i3TI cquirmont dirty hold 1imc,n (bH4l SOP_l'NB_QC_Ol7312, Rnw '\it:it~ri:d 
Mun~gt>1nenl •.-7.0. :Effoctive date :!9 September :!022 rails Lorn~ u e c cqUif'ntl".nt dirt?,' Jiold lime limit 

4 
~. On 11 Ocl.(Jbcr 1022, I (WS~ ob.servelbH4l n the noor 11e3r Lhc (b)(~) drain iini:: orLh (bH l ' torage and 
distribution :i)'~m E.Qri'ENG/074 and below thethl <4l ____,pkmL (E P/ENG/07.3). Proci::dure 
l::OP_PNB-t.N-(1-.1.61>5(]. Opit'Tiltion ut7(b) <4l Plam (Mako (bl <4l .-= =----' Modd thl <4l I l 
October 2021 rails to il'lcludc u rnurim: walk throut!b iri \·erHktttion for absence of1b) <4) ystc:m l(tlk,!I;. 

FORM FDA-41:S (i{Q91 l'fiEVIOU l:D IOH ~1[ INSPECTIONAL OBSERV/1.TIONS 

https://cqUif'ntl".nt
https://rnJ11,Pl.i.rm
https://frnpu.ct
https://Disinfect.am
https://proi.:1.:du.re
https://Produ.ct
https://mpcc:t1n11+111Rc,.pc,n11e.Vu
https://t.tLl'.itiE.SI


Ol;PAA;lMl!NT OF Hl!ALTH AND HUIU,,.. ~ER'IIICIES 
f'-OOD N€J DRUG ;IJ)t;llt-llSTRJ.TION 

Cl:S1 R~ f QFF•CE .t.DORE-55, .6tA□ FH~E !<1JMeEi;­

f.h',•l~111n ur13iutt:clwoloID' Ma1111fxturin.e 
HIQ(Jj "e-~ Hnmp~hiR .li.v,:nue, \'t.'lule OJ.\ i:l,uldintJ, 5 J. 
Room :?269. ~11'> l!r Spnng, MD 20993 
H.mil 11 flN'Bl AID:ipL":Lian48J Resp,ot1~cs~fd11 f,if-,, ga\ 

IJtJl.ill:r} lr.furm~ic:m~ .....W\Oo. laa.im·,m:.,'I~J~I') 

NAMl:. t'iN 'ff({i INJ7Vi;:.t.ML TO \\t!CM IEPOR1 IS 1SSiJi!.D 

U"TEISI ~ ~i:.PeCTION 

lW03(!0!~ - IO 14 ?D~:Z 

J!Et,..l.lrABEFI 

TO.: Ch®drakam t-.:ii1hr,te, S11e I1,:.1 \ 1..:-e l,lrc,.Ji.lc:-u - Opcntioru 
~T'AfET ADDitc&S FIR.1.1 1'1,1,W!. 

Vin.1RC•Gtiut.wack. Tnlru•Mul"lh1I 1..t1p;n L,m1lcd (R10Led1 U1nY!'l11I ----------1 ir_,C or CSTABI-L~loEHT t-,,SPSCTEOCITY STATE AWD .OP CCOl 

Dn..ig Sllhsumcc- .iml Drn Prcdui.:r \T,aaufamucrPunc. Mllhllr.QO~ ti,dla -U 2.1 I:S 

(b) (4) 
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