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NAM!: ANO 111 LE OF INDIVIDUAL TO WHOM REPORT ISSUED 
Mr, G,u1Mh I). Ri'drfy, Glo~I 11.-~d-HlolOSiU Manui.K1ourg. 

FIRM NAWE STREET ADDRESS 
Bloi:on lllolosJo Lllrlltl!d 20th KM ~tusitt Roalt., Oectto~ □l)' 

CIlY, STATE, ZIP CODE., COUNTRY TYPE ESTABUSHM[NT INSPECTED 
Rrng.alutu, 1Carr111tala, lnlfl:, 560100 Dr~ SuMtan~ M-a1-.uft1tn.rrer 

Th!S, ~QSb ~lcrrsmitdft I>', lt:e rDA r1Vl!Sf!fll31\lt!{S) dunng Ile hsped1cn al ~ f~lly They are lnspl!C\Oia OOiel'mllons, Md 00 ool 
rapima'.I. afinal "!.Jll"CY lfotarmillalion rcgaitJng 'tOOf COOlllianoo If yw ha~ an oojno:u, ~nliri!, .in ~allo'l, o, fl-•wc ilrl)\)tnoolod, Q'/ ~ill1 to 
lmplemenl, oooec'll'l'e OC'boo In resp:w.,s 'lo an cbservalloo, >OJ l'M1 cfucuss hiobJtdal or doo wJn lilt FDA ~e&11ntatn-e(s~ durilll) the ir.spec;lloo 
a Slb'I, ~:!I ~fa, lo l1lA ol lho 'ld.1,e,s :11:cie. II ~ h;y,e mrQUI!~ p~~FDA I'll Ile phor.e r.umher and ai:lrei!I nt1<we. 

DUroliG AA srEC1ION1 OF y~ FlRM WE oeSEAVED· 

OU.."iEllVA'l"ION ~ 

YO~lr fimi's (b) <4) rug i.uhstat1cc (OS) m.anufocwrin~ fadliti~ on niocon Sil~-t a.re no~ 
H.dt:iquare tu &;t1SUre the prevention ofcontamination ofequiprnent or product b) cnvironmer110J 
conditions 1ham could reasonably be expected to have an ad,·erse ctlcct on rpro<luct quality. 

Spedfically. 

A, lhe DS fcm1cotatiou and ccn tb) <4l anufacturing areas' dassificaCion arc ..unclassified and 
um::onb.-o]lcxl", or UNC. During 1he slm1 ofthc inspc.-ction, your furn stated that the- upstr,cnm :.ystcm 
is tt (b) <4) ·y~tcm~ anc.l, forlhi~ rc:a.c<;nn, L111~re wa.-. limilt.-d concern rev.ardin the L'.(.mtrol nf the 
upstki.lJlli manufuctwinc environment. However, yo (b) <

4l OS ~~~ <. tem1enters have 
e:irnerienced at least. four 4) failures due to microbial contanunatlon smcc FY2020. ·n.~(bl <4l 

4
[b) < l ...----fcnnenlers, as wcU as your ocll (bl <4l 
(bl <4l pretledurcs, arc pcrfo11T1ed in un00olrollcd_____ _ m·to---nvirc1n:mcnts.and un-mo_"'"- rod c _____ _ _ 

window in lhe fermcnlct" suite was observed (observed on 23 Aug 2022) open to lhe outside 
envirumnenl Raw malcriuls for lhc:(b) < 

4l or your fennentutiun[(b) <4) • v.•eighcJ in uocun1n11lt.'(] 
l.AF (lruntl!W'-alr-now) wtits and tbeJL Lil the UNC, added to (bY(4l vessels th.at are open to the 
environment. .Raw rnaleriaJs for (b) <4l (b) <4) ·1 o~ation<6J <4) 

arc w-eigbed in in uncontrolled and unmonitored environments1 and added to b) <
4l 'preparation tanks 

in the UNC ,cnviromncnt No data have been provided to danoMtratc thaL Che cootn:minalion check 
lcsm is a.bk to rccovcrcoatamina.ting microorgani~-ms in the rcst:ncc of the:: host ceU urpnism. 
There is no microbial monitorin.Ft""'=:.rformed on th~ (b)(:if) _________ ·r~~theI!~ d , 

4uanster vessels util tized. tor tlte(bl <4l steps have wadequate (b) < l 

B. The OS d.ownsrre.am processing (DSP) facility m..ainteoance and cleanliness are inad for GM.P 
grade C manufacturing. Duri.Dg a facility walkthrougb ofyour (bl <4l multi.pie 
dcficic.ncics were noted. We observed soiled floors. cracked floors wilh peeling paini. dmnagcd 
'Wlllls, excessive c-aulking, md otba- unclewmble surfaces. 

--
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NAME.ANO TITLE OF INDIVIDUAL TO WHOM REPORT ~SSUED 
Mr. G;ian!""~ D. ~ddy, Global l·te:1dl-D..ic\logk~ M~1111foctwlnJ1. 

FIRM NAME 
lliocon ~ Umlta:rl 

CITY, STATE, ZIP CODE, COUNTRY 
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STREET ADDRESS 
2001 KM Ho$W' Road, Elect! Onie. City 

TYPE ESTABLISHMENT INSPECTED 
Drug Sublf.t11ce MAnuf«um:r 

OBSll::HVATION 2 
1There is a la~k of~ 1.mmec 'thal you'I" downsk'ctm'l lbll4l g sub.stmwc manufa.cturinR_, 

operations un; appruprutted d~igne,:;1 tu (lft.-"'ent micmbioluKical contaminaeion or<bl <4l !drug 
suh~tanc.e. 

Spedficai.Hy, 
A.. 111ethll4l_______--- it operation is re~ed at lf'JIS1 Wilumes, each ofwhich take 

approximate Yi(b) <4l Wil no deani ofthe lbH4l twee~..~ls. Duri 
w'81ktbmugh inspection of Lh (bl <4l inlo~ to observe fill4l 

(bl <4l movt1I. the upe:_mtor.s removing(b) <4) ntcrm..ed- ia- te-~- rc- o-b-sc_rv_ed ___ 

n faciUt 

4£1-Ccrdet1t1dly tc.1uchma; lhe(6) ('J) frum lhc(b) < l WLth Lbeir gownin~ a__nd intentionally, wid:l 
gmo'\,;\ed hrut-d8. One operntor opened the intem,ed.iate: OS hualnt l!L..:in his gloved nan__1b to slide: mb.em 
into ilh.e bag andl open i1. One cmerator Jeane<ll over the open<bl <4l pew.ec::Lly blocking 11.h~ LAF. 
Operators d~ited (b) <4) covercd <t>H4l mpo1Jems on theprrt.s trolly. and 1,quid 
spread oom 0tclb) <4l -0m llhc (bl <4) ptu"b in a J)Cl()I tbat cove:recl the o~rators' tools. 
Thi:: Op:rttlurn ~ used the too.ls, Hild cowd sprcm (b)l4) ....,,,.._ _.liquid OD the lb) (4) _;mil The 
p,eristall1c pump hose lbat is used h.) a(lel;lnl ~he<t>H4l ~ o ning, prior to <b) <4) !unloading. is 

4placed haphazardJy on,e'1 peristallie ump, for the (b) < ) a!kr cu.ch d(lCIJflting unit operation. 
One operator iki.-..ocked< ) < ) 111 Ute space belween the (bl <4l bowl and ho1.1sin The 
o;pe:mtors perform tW.s mu opem mn without a batch record or SUP. ·rrus: <bl <4l ha.,;;; 
cxpcricoccd high bioburde:n during 0011 routine sampling for sm.bility, see Observation 6 H, oor 
rnvesligution BA-OOT/22/004 26f04/2022. 

D. \vtrile revie-wr__ng the Dymtmic Smoke Study 'Videos 1013, 1014 and 1025 forlbll4l ---lb) (4) 'Q!lrifieo.tion operail.iOn!:i,. irncludmng<b) (4) 
(b) <4) !we noted the foUowin.B deficietn--ci-es--=------------

.t '111--e opemtors did not exercise arl~e aseptcc techniques to _protL">:Ct lhe exposed <t>ll4l 
DS irn:termodiale-s,and (6) <4) S from pote.ntial co.nmmi.na'lioni Jrom the opern...to_rs _ _____, 

2. Air VilW obsc.E'Vled flow over the t1J1pcr body ofthe operator into the opent6Jl 4l 
--:~ ;:-=::!___ 

C, Whil~ revi~wing tllic recorded video of the(bll4l loading opcmlfoo for (bl <4l or 
ll'ie ROW rna.tket, DS Batch #lb) <4l man - - tmc on 25/08/2022, in the ins~tion mccring 
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FIRM NAME STRFET A0DRCSS 
1310Cbr1n~ Lh1llted_ ___ _ ____, 20th J:M HO~I.II Road, Electrenlcs Cit>, 

CITY, STATE, ZIP CODE. COUITTRY TYPE ESTABLJSHMF.Nr INSPCCTl?D 
Bte11g.alu1u, luirllleblt.a, India 5,60100 Drur, ~bst:ance Mc1nufact11ter 

room. '!h'C noted that thc- operators did 001 e~c..-rcise adequutc aseptic: techniques to prntoct lhc cxpo~i.:d 
tb) <4) S fu.>m potential conturnination fmm the operalor.i.. 

D. CoJloctiun or tfte <b) <4l .---...1 e perfom1ed i11 lhe open in Olelbll4l 
gm<l'e C (b)(4) pwifo:ation facility. b) <4) are co lected from a tube from thet6ll4l 
and transferre(I manually from collection <b) <4) o (b) <4l the open. The area, as no._tc<l__in_t:_·-, __. 
above, is il1a<lequalely cleaned. and maintainccl. here appears to be no EM performed during lbe 

4 oUcction procedure to "'crify open collection approprintcn~':'ls, 

or m1Jlripl<r,(b)(4) ourifi~lion i1etr.i arc manufttctured in n~n. unc:ontn, lk<l 
...c_n_\!u•"'"o- n-mc.nts. te., (b) <4l--~~==========:!______________ 

. . (b) ~-) (b) (4) F• YUd Uh1IZl! (4) µn, ,I tcrs__...,. ,-.,.----,,------=---~ b) (4) 
(b) < 

4l Filter integri[y testing (FIT) is only assessed after tJ1c ____ cp. Your 1:-11 lestmg 
of1:hc pwtlfoatfon pro (b) <

4}un filters is not adcqWJtcly justified. nnd docs 001 sup;ix,rt product 
quality. 

OhS.KH.VA.TIUN 3 

Supervi:imry ov~i£hl over the Jahof'c1loty and manufacturing sy£tenis, i1Lcluding the electronic systems. 
and data 1s. defo.:fonL 

'rile list ofobscrvatioos nol't:d in this fonn document that the Qunlity Unit has ool performed the 
necessary assessments/reviews lo ensure that the objectionable conditions do not lllegSlivcly affect 'the 
IIW1nufacturmg ·process aJKI 0-u~lity Contm] tests in support of fini:;hcd drug suh-stimces. Spec:ifically, 

A. Apptoprlate review orcomputers or refated systems a:re oot perfomied to assure that aH changes io 
production records have been adequately documented and investigated. Your fllfiil's Quality and 
Prodllciion unmts do not follow SOP Sl/BA/QAISOP/0044 titled ..Audit Trail or Event log Review 
Procedure,.~ established since 00/19/2020. which reads in PftI1 "GMP data g<.-nernted by 
manuftwkning equipmenm's need lo he reviewed during/aftcr<b) <4l ·has ~pplicablc to i=mnue the 
opc;rafoms are pt'f"tom1cd in "ntliclaf.ed/rontrolled slate and integrity ofthe data is a.~ured". 
Appro,.icicnately one week prior to U1e start ofthe inspection, )'Out tinn discovered that this procedure 
has not beelli folfowcd since inception i:n June of2020, in that out ofat least aµproximately (b) <4) 

{b) <
4

) ~emn and downstream equipment v.·hicb generate electronic data. only data gcncrntcd by 
two (2) b)l~) e been reviewed historically. Yo1.1r finn issued a change; cunlrol lmd 
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NAME ANO I JLE Of INLJIVIDUAL TO ~JHOM REPORT ISSUED 
Mt, Gan~tl ll. Reddy, Glo~I H.-~d- 91olnJII~ M;inufatt1,.rlr«, 

STR _ AD __~HHM NAME --.-- _ EET _ D_RESS______________ 

20th ICM l~ut Ro.di-. CletUOllic Oly 

CITY, STATE, ZlP CODE, COUNTRY TYPE ESTABLISHMENTINSPECTED 
IJ.cns,.lu1u, k:.irn.it,,1;.a, lndi., 500100 OrlJ& Su~net! MJir'llliac:,,u~ 

identified all equipment to be reviewed going forn'8I'-d approximatcl} 011c week prior to the start of 
the current inspccii.011. Furthermore, our review ofbatch rcoort event logs ofyour DCS-SCAUA 
PCS equipment. wilb Wondcrwttrc ~oflwRre, for Ihes (b) <4> sed for{b>l4> I 

4operationii for{b) < > .,---,-- g ~ubslance, foUild l<)O nllltlerous tu 11st Juplicuti.xl hatch c1,•ei11t 
ri:porl opt:ratioM, m1numt:tfbatch operations,, nnd "triut.,.. batch operations. Our 're\riew ofvout..Jftch

4~'olcmm record o.udit trail foood that your firm 's revie~ of the electronic data tor thefbl < ) i'WS 
inadequate, in I.hat these discrepa.ncies were oor observed lo be documented and/or im'estigatcd in 
yoW" production batch records and review checklists. For cx(lJTlplc, per your firm, ••tna1•· batches 
were manufactured by cngmc-cring and maintcnanoc personnel for troublcshootin~ however these 
aclivi~,e:; "'VC'TC ·ool ~lwHyS adcquutdy documented by your Quality Unit. lln:re is no a_,;.,;llrauce lhu1 
c:l~C.rc.mk. data _quch a'i,. hut not lirnitcil Lo. criticuJ antl non-~riticul alanns related to proct:s~. opt."Tntor

4lugi111 and luguut tirnes, stt:p cJJ.111ge overs ror!b) < l :ecipc. and operator privileges ~enerated 
by upstream and downstream production eqlllpmcnt uring manufacturing operations is accurate. 
complete. and reliable with respect to official rcponcd batch R:cords. 

B. Durilil,S our rc,•icw ofyour Empower 1 chrumatob'Tilphy sollwitre. interruptL-<l scxi.uc:m:es ,..._-ere 
obs.cr\11.!d, which g~ti~Le:cl "Dala Jncomplete"' chromELtogruphie data.. Yuur l1n-n docurntnted thtsi: 
in~IJ'f\!Jpted injections as luborotory incidents~ showing that no chromatogram bad been .gtme'rated, 
however, was not aware that the software h~ the capability to verify i.he incomplete data and 
evaluate whether the samptc did run. and if so. view the chromatogram. As a rcs,uh. during review 
of.s.ucb cas~. the interrupted sample injections wcre not adequately docYIDcnled to be performed in 
)'Our b\borQIOT)' incidc..-nL rcpom. Additionally. your firm has. not demon:;lrated lo 'Ulldt:TSland the 
dim:n:1•m type~ ofcnmmunic.alion t:m>rs and cfreuml>tan~ which .-nay lead lu .a ....Dutu jl'k:omptete·• 
chromatography. This discrepancy ir1 your firm's ability to review. docwoeaL and i!l:lvestigate all 
eleclrouic data. is a gap in your finn • s Data Integrity Program. 

C. Appro::dmatcly one week prior to the start of the inspection.. your firm discovered that SOP 
S1/BA/QA/SOP/0044 titled '·Audit Trail OT Ev(..'111 Log Review Procedure>4 for electronic data 
gt;Itt."ff.lted by pruduclion c:iquipmehl ha.-. oot bt:en followed sinc-e im:q,ti1.1n in June of 2020. Yffilr 
firrn issued a change control and identified all eqttip:ment to be reviewed going forward 
approxima1e]y one week prior to che start oftbe current inspection.. however. your firm did not issue 
a deviation a required by your firms SOP C/GB/QNSOP/0042 titled ''Management ofQualit}' 
Evcn.18'\ eff ectivc date 02/16/2022 Your firm initiated draft dcvialion 82981. dalcd 0S/23/2022 
after we dUiCUssed this discTCpw1cy during the cum:nl m:ipc:ctiOTI. 

-'--asr.willllM.llM ~--l!IU ,_.,,1)11\1 
Zhong Li. .St. PPl.irn----tOeutJt.tl Qugjl)t ,us~-
Afseo Karapety.t.,, INV-O!dieuk!d Drilg ca11re 08/2ti/20Z2 
lt:lltih M. IM:fnrteit'I, Diolo1rm 
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- l"ll\ME AN-0 Till!: Of I NDlVI-0IIJA\. TO '!NH0M REPORT l>SSUED 
Mr, Ganesh o. Redll)t, Grobal Heitd-Bloao&f(s Maoorartvfll'lft, 

FIIIRM NI\MI; STRl:El' ADOAASS 
Blooon llll~s I IITllted 20th KM Ho5'1r load, Electrofl.C C:rtv----~~--1-----CffY, STA.TE, 2JP COOi;. COUNTRY iYPE ESTA13LISKMENT INSP CTF.□ 
uienp:luru, ICamatib, lrdlii 300100 Drlli 51.lbstance Manllfactorer 

D. There is no adequate data tnteg1dty program in place to includ~ a :lllati~lically $t1Und comprehr:m;ive 
review ofalI electronic data by the Quality Assurance Unit for standalone and.u~twotk :Systerns, to 
ensure comp!eti:mcss. consisEency, and accmacy ofall chromatographic and non-d1rorna.tographic 
electronic dma g_cncrafoo by the Quality Control Labora1ory. 

E. The Quatiity A&!U.lmripe- Unit IE1£.k:-; a<lc,quute cunlrol uv« the i5SlJcIDCc: ofJ.abomtory worbhGCts such 
as yol!lf finn's .,misoellnneotL'i data S:heetn and ••liL¾l,SenL ~luti<m prepumtion details" used during 
'lesliog operation in support of !abo:rato.ry incid:eilllS, dn.ti invalidations, 0OS investi~un:;, ,1111d 
colllJ)lain iov,cstigations. For E.x:miµl0t your fum uses a log.boot to document 1he jssuan.ce or 
controlled perforated blank wo1kshcc~ however. docs :not have a procedure mo pe:rfom1 
111..conci[iation .for u.~ !!~lua1 IJS8gi: of these worksheets by QC pcrsonnc] in the Quality ConlrOJ 
laboratory. 

OR.~J.R.VATION 4 

Wr1lteo procedures describing the handling ofcomplaint"l do nol include the provisitlO.'> for review by 
lhe qualirty trrri,m ofany complmnl rnvohin,g tire pos:s1ble discrepanq• with mhe drug product and a. 
determination as lo, lhc need for an investigation. 

Spccific,01!y, 

Your finn ·has rcx:orded unc comoluint mthe· h1sl 2 years across all prooucf codes with respect lo drug 
4·~ubstanc .(b) < > atod 09108/20~1, with customer complaint no. 41602 described 

as '"di.di not dissol\•e properly during mmmfacturing. this fe--.ws to blockage uf the filler and low sssay of 
the fiJttate". As pa:rt ofan ini1ial mvestigatioo, the observation mruie by tht! cJJlStnmer w~ ~:onfumcd 
and your fum proceeded lo con1i11u:e the .m.ves:tigmioa at laboratory and .mrui.ufacturing scale m find Ou: 
root cause. with pofci:rtial root cau~idcnti:fiedi m lbe associated wilh Ole longer filtration time of~b) <4> l!P 

4du.riPg d1clb) < ) ru-f>< 
4> pn;pru11lion. Your firm identified this as a stand.alone complaint; I 

however. during our re'Vie-w ofyour finn' s quwity ~lo001Eatio~ we observed similar concerns by 
other costomers detailed as ..During formulalion ofi(b) <

4
> Jilter clogging issue observed'' 

(customer auery oo BA/CQ/20/02~ dated 11/12J2020~ arid '"during filtration of form.uh1tic1n for bttwh 
lb)l4l 'filtration. issue was ,observed by c.ustoiner" (customer query no BA/CQ/21/01). Cu~CIJll}t-:f" 
queries m-e dili:wkd in SOP CIGB/Q1NSOP/OOOS~ mhled •'Handling ofCustomer Queries".,, effective dru.e 
05/02/2022. ~ qu~riC!i aN J~c-eived by your firm•s marketing and sales team~ who are then required 
to pasii down to Qua1 ily A:;i.lJJllnce foT delermim!livn ifa query should bG classified ru; a compJaint. 

~ -N0'111'1J!:ll'lff,.. J)l>l;I Dll,'III IKUD 

Zhooc u, Sr. Pl\afl11l!fi!Utlfal Ql.01ity MSfiS!:lf 
Arsen Karapetya11, !NV-Dedicated Drue cadre 
Ral1r1n M. 8emste11'l. ~!Si 
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DJ~AltTlllfNT OF HJ!Amt AH'D IU,IMAf,I SBl\i'IClS 
rooo AN'..! OIIDG ~ISlllAOOli 

Oivi~n o1 6iotec:htiflli>&Y M!11lilll11Cluring; WOS1 / Room 2269 
l.0903 !few lil1111p.shlri! AYefll.11! 
Sllw!lr SP,lns, MD 20993 
E•~il: OPMABL.Aln!ipt!OiOn483Re.spome:s@fdeo.hht.ga... 

N1Af,1E AND Tl11.E OF INDNIDIJJAL TO 'NHOM REPORT ISSUED 
Mr, ~na;:sb D. llcildy, Grcib~l llk:1lldl-llJola~ Malll.lfdfllllrl,1~. 

DATt'«CJ"INll'IX:11CH 

Da/23/lm.2--08/26/2022 

FBNUUBER 
30L'Jl33245 

FIRM NAP.tE STREET ADDRESS 
Bhx:oil Biolog.Its llmll'f!d Z<lli1 KM Hos.ur Raad, ElectroDia Cit¥ 

---------- --,1 
Cm', STAlE, ZIP COOE, COUNTRY TYPE ESTABLISHMENT INSPECTED 
lkn~l\Jru, hrMtaka, lrlld 560100 Oh.lg Si.m~t.inc-e Mant.tfacoorer 

Yow lirm~s biillldling ofc:uslomcr communic tion rcgardi:ng issues v.ith drug substa__ncc is not adequate, 
in that whal appcmed lo be valid 4;-ustomcr ,c-omphunw. 1ike oompla1 nC no. 42602, app,eared lo ba-i.'e hc::en 
inoorrcct1y cimi.5ified ~ qu0Ties and lllot mlt.•iquately investiguted. All three e11sto1,;ei;r eompla.irrts 
~.ppi::urcd to bi; $ut,ilar in, nature, where I.here~~ have been issues witb drug substance solubility, 
polentfoH:y due to longer liltration lime iu the (b) < l .·p '!l-1nnufacmrin.g process, As a result ofdliftereut 
dassifkatio:n ofcustomer commwtlcalion regarding issues with produc~. 1hcrc is no assurance that your 
firm cm1 adequately ttend and review your drug subsmncc quality paramc1cJ.s for various Critical Quality 
Attributes (CQA}s and/or if a test method is suiLablc. 

OHS!KRVATION S 

Your .firm has not established sci~tilically sound an.di appll'o-priate testing melhoo11 designed tu ust-ure 
mhru in-['r.oress anaterial~ c--0ri rorm 10 appropriate st.andards ofid.entity, .suenglh, quality att.d purity. 

Speci fical ~y, 

There is lack ofassurance that the lb) < 
4
l ec-mentat.ion culture contamination check is abJe 1.0 recover 

conrami ating microorganisms. During a mcility walkthro 1 . rnspcctio», we observed your opcradors
4

(bl < l c fermenter sample port 1.mtil lhc meial l6)l 4l which oould h1Il111 orglmis1m in lbc-
t.-:rmonlcr sample, Contuminalion check platt~ were ob:;ervi;:d to h.-vi; cracked dunns lhe PPQ runs 

d'eviutt(mS 36869, 38680, 38680, 3~)871. No data have been provided to demo:t'liStrnte that the 
oontaminatioti clieck test is ah1e mo recove.- cootruni nali ng microorganisms in the prese:DCe of the host 
cell organism. 

OBS[[ltVATION 6, 

Your finn failed lo ensiure your invc.sli gations identify appropriate root causes, assess potel"ilfud product 
impact. and implement .sustainable com.-ctive action llffld p:rcvonti'~·c actiOD. 

Spcicuic::;11UyI 

A Your devi_,auon 1nyesli •ation 39041 12/S/2021 deS-Ci1bes the c1o•~ng ofthe(bl < 
4
l 

(b)(4l 1l1ers :fur (b)(4l } fe.rmentaticm bmches (b)(4l ~ (b)(4l The root cause 
:or· ·~ ofthe ,u, ,.., lters was demermined 1o !be a !.ot o(E) <4l raw material (lot 

J~~;:} ____,,..__. twas ckJivcr,cd to the fmn in drums. instead ofin er micks. ToclbH4-,l~--

c..:.:J:mmufm:turcd with the drum d(,,-rivcdltbl <4l was visually a dilfc:reot color as COII!pffl"ca C.o ~ 
fum'::; oo~J(bl (.fl - Eutiou. The itwo:min_g d'tum tierived...___~ ssed the inw.ming 
mw male:rtals te,q,ting for ~.ince. The Firm did! not detetm.ine lhe conmm.inating components -in 

IIATCDUICJ~-AN:lllllZ:fl'tW•'P.I 
SEE 

Zhol1g Li, Sf. Pblrma~I Qu.llity ~r~ 
OFT111S At.Sen Karap&-;al'I,, INV~dDtug cadr! 08/1..6-/20V.

PiiGC! R.il 1 M. Bermttif\. ll1 · 
IVIII Fll\lUJ ~ Pl@holll ~ OIIIIIIUrni i..SPECTOOtW:.. flBSERVAllONS 
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l)lflAltfM[Nt Of III.Al1HAHD HUMAN SESVKES 

DM~Jo11 of l}.1Qtr,cfw1ology Mo1,11~r.hnlg; 'h'O::il I Room H(j9 
lO'!Ol ttr.w J.f.,1mp1'llrr. Ai.rt--1111n 
SIIVl"f llprll"IB, MD 20993 
F•m.i11; Oli'MABLAl11~WR4!11XJn'il's.@h;l;i,.h~.g,;'W 

NAM~ il\ND 1111.1.': OF INDl'VIO'UAI ro WHOM REPORT ISSUED 
M'f, 61inesh I). Jlelldy, Globa-H-INd lilolo,f;lts Mi).OIJfilctlfrtne, 

C,f1IE"1a'--

ot,/lJ/2022--08/2f,-/2C22 

FEINlJMBER 
JOI~2Sll)4!,'---------------1 

~~IAMNAIME $TRl;l:IT ADORE:SS 
Blocon blQloili:;.~ Umltod 20th KM tto~r Road, Ele.m-onlo C1tV --------------------1- -- - - --CITY, STATE. ZIP CODE. COUNfHY TYPF ESiASIIJSHl\!l:NT INSPl:CT6tl 
ll<Bflc!illuru, ia-maw10, lndli ~:1100 Drue: Substance Maoofact11rer 

Lbe dJ1L1m derived Cb) < 
4l ur nerform.J1. risk 1:1.S!'i.1.."tl~mi:mt rcg.attJing l11t;"5c:a potential conLan:iimmes and 

4Lhe:i ooJential ·mpact o \ U/ \ l 1cirug sublffll.l'lce quality. "11,ese IDS lots.Cb) <4l a...nd 
(bl <

4
l re released 11-02-2022 and 10-05-2022, respectively. Your incoming mw 

materials :mdfic:stion for'bl <
4l is not oonsistcnt with the USP rnonograp~ indudling a lower 

[P1J)'ity for l <4l~ty, noo-vo]atilo matter, and no mcsting fur readily carbonmble and 
cJixi:tlizable sub-staoceli, 

ll Yuur 001' inve.&tigatinn, BA-OOTf2.2/004 26104/2022, mto Che root cause ofbatf h(6Jl 
4
l 

(bl <4l ld lime study biohurde.tl OOT ot<bH4l CFU/ W mI.. at 6 months, ;:mdCl <4l .-C_F_U_/_lO_ml_ Uil 
9 1uon 1S, is ittadequ.ate. Bioburden recovered · mm.he 9 frl:(J:t'tlh lime llQint ofyol.lf b){4) nlcl 
Lime .study indode F'. ,ularensis, S.poucitnobHis. and A.lwo..:(f/ The(bl < 

4Y •old tune st y was 
intended to suppon th tbl <4l ·piry date: ofthe tro.zen<ll4l OS intemi.ediate. You 
concluded th.at mhc there was no po1(.."Ill-llll mapae-1 on process an roecss~ as the samples tested were 
onb:Jor the bold time r-b-id Th•ifiJ {4~ tcnncdittmc <6f ('J was proceswd into lbH4l 
(bl <4l Ss baJcl1tbl <4l ,. d rel.east.XI ulil 25102/2022. 

OBSll:RVATION 7 
(b) (4)

'f'be.re is lack ofassurm-ce litam incoming raw m:ueria.ts testing u.,;;ed for _____.... DS 
manufacruriog is appropriately tested prior io use. 

SpecilkalJy, 
·y ..:11· {b) (4) . ' I d . I tb) (4)A. ou uw1ze .---ai cnlica pro uet conta£1 raw matena • as a 
Your{b)<

4l is rc:c tc:tll from p~vious produci: purification runs. (bl <4l ccoven::d :from 
(bl <4l ecs..,i;;t¥. u:re le~ted (OC/0188/SP"l~C/RJvflUn. vcniion 003) and 

4
:re ease ·or use rn tiiefbl < l steps for ib) < 

4l DS on Site- ~! - ,-----
4 

1{QCIQ18B/SPEC/.ltf't.1!i'fil. version Ui ). 11lere is no, MSura.nce thlll the sol~(bl < l urity 
test method by GC c:m.detect and guanti1ate all potential organic nnd/or inorganic impurities that 
may mis-c: &om the micd (b) <4l d the recovering jpl'Ocess. 

4B. Yow: mcoµriq raw m:o1Cffllls s_pe(.ific-ution for lbl < l oes aot meet the USP monograph for 
(bH4l Devi:ation 390411 desenhes u vis1blvdi~oo~ batch ofibH4l _ t ~ milizcd for 
(b) fe • . (b) (4) - (b) (4) • --....... • 
,-4-i ffl"letrta!lon bate.hes d.__-.__,,,__- 'Yl1bath you ~ncl1.uled 1.1.1 your

4
!D:'llvesti.ga!iou. caused (bl < l 1lt.er cloggrn.g fi.1-r those batches, which then requin.-d muJtiple 
unplanned ioterve.ntions. 

~ - ;lllOTITU./1"_..arlJIIBI' [al,'IUUt.m 

ZhoolJ U.. 5r. PJtarmac-ankBt Qualily .messor 
Ar.s.en K.arapellyan. Ufll-Oedlcated Drug Cadre OB{ii/202'1. 
Ral ll M. Berutekl, Bil) ' .t 

'F<WUI Flw. oill l.illlll) r-.a l!DfflllNOIIWl.lm:. IHSPECTIOHAL OBSERVATIONS i'-1 o, ,a 
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IIB'AD'MEN!J OF HEAlnl AND HIJMAN SERYla5 
FOOD.Mil ORU6 IJlMINISIR.6TIDN 

lltJT1illT I\CIIAU.IIMDl'ICII« ~ 

Dl\lislon ofDlotedlnoloiY Ma11t1facwr1niu W051 / Hoom 226'9 
10!103, NerN Hilmpshlre AYefllJI! 
Silv& Spring. MD 20993 
E-meik OPMABLAl~onllEBResponse-sf!l'tda.llhs.,0¥ 

NAW.EANDTITLE OF INONI0IU.AL TO WI-IOM REPORT IS:SIJED 

ll,IJtl;llta-UPtrn:,N 

08/'i3/lfJZ2-oo/26/202l 

FBNUMBER 
~~21ill"'!i 

Mr_ Gaileili D. ~i'.l'd:r. Global Head-f31'_oloJl)es. Maru.1laicrt1t11t,g. 

FIRM NAME 
Bloco" 81ologlcs Ufl\1ted 

CITY, STATE. ZIP CODE, COUN:TIRY 
B~ljpltJru, K.jjmataka, India 560100 

STREl:T ADDRESS 
Wtll u-, HowrRoad,, Electronfes my 
TYPE ESTABLISHMENT INSPECTI;--D---------1 
Drug Sttbstanc.-1! Manlrlad.\Jl'i?I 

C. Your :inc~ ipq · w rna~ific-ations for(bH4 
> a cri1ii;:nl raw matcri111I th.1t 1s incorporated 

iol9, Hie;< ) <4 
> 5XbH4

> ,---,,,--__,, ·truch1re., is 111.w.fi:q,Ja.te. Yuur in-hou.._..e ra,-. m.--ateriads le.sting 
[or (b) <

4 a,; m) spec, l'icauons ro-i- Edet,Lity Or ;purity_ 

D. Ym1 have i:nooequatejusttficatioris or risk. assessmenl8 for the Ll.',e of raw Dlateria.ls not meelin,1:1 USP 
monographs. 

I OBSF:RVATION 8' 

Your firm failed to provid-c: adequate assuranoc that your cleaning proccqni:c, RIC ~ffectivo to prevent
4cross-coa,tamirnatfo.n for sl,____ap;d prod1.1ct-contact process equipment in the(b) < > ili•y. 

Specifically, 

A. Durio!&, lhi: walk1t·u·<1u,sl~ in~pection c.1r th,: cell (b) (.J) (b) rrea on Augu!tl 22, 2022, wi: obs-erved 
w-:hile resid1.11e on the inside ofview port WUKfow o £1:{1}_J Tank (Stl""•Pf'.-203) and the lid wru. 
partially closed. This multi-product equipoiem is llabeled as ..CLEANEO AND REA.DY FOR 
USB11. 

B. You failed Co include smmcc sv.i-ab sarnpHag ood testing io me fcnncntation and cell (b) <.J>---,---c quip m cn t cleaning validation study (BC/SFPICV /R/008) that are used lo establish llic equipment 
dirty-hold-time. 

C. Yofil .num.uaU dean,mng pirocedure (SlfilAIPI/S.OP/0090) dlk.'8 nill fh-1]\'ide a.d :ru:ate instruetiuns Lo 
erufilll\e tlm the cleaning ofproduct..contact equipment used ror<b> <4> . :ess can he 
penormcd by your operator~ consistently. Jlmporta:ntty. the~_mse vo umes are not specified in 
Lhc SOP. 

oost_ttVATION 9 

Your firm brui ooi established sdcouutc
4ei.ndV'or sy~t~~s ltl.c~ for(b) < > 

roccduml oolldrols to protect the ckclronic data w;:quisition 
tlrug i:.ubs~ mnnufut-turi_ng on Riucun Site-m manufacturing 

control 

Sped:ticaUy. 

A. The computerized Sl8lem (BIUAN CHILD; Model PR-20, SL.NO 159230018}. used to collect dam 
duri~ the (b) <

4
> :V-alidali~ has not beeo validated] to protet:l original electronic records and 

~-NIii 'ITIUl IA"'o'<r'(illlt lli!l.11. IIIUD 

Zll!lr!Jl ti, Sr. P11atmaeeutleal Q.Lulity M~mr 
Al'Y!n Kliraperpn, lNV-Oedie&rea Drug cadr~ '13/2f,/l0n. 
Rbl-'h M. l'!.et:nstel111, BiOI l!.! 

ttlllll ,--DA m LatR1g PIIIM:llillimrTlOli 0llillOilDC ilHSPECTIONIAL OBSERVAT1CltlS .,_ao ,o 

https://lli!l.11
https://Dlateria.ls
https://111.w.fi:q,Ja.te
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Dfl'illi'MRiT OF HEAL"lJI A,ND HUMAN Sl:INlm 
rca:i AJll'.J 01:'0!iAl'.lf,lll~RA.TION 

ot.-1~~" a, lwotedmolorr Manur.actur1111; wost / Room 2Zfi.~ 
rJi/23/1.m2--0i/26/202210903 Nl!'M ILampshire Avenu-e 

511¥er Sf)rlng. MD 20993 FBINUMBER
E-mail: OPMAEI..NrispeclioM83Respoil&espfda .bns.p 

31JlSZ83245 
NIAfAE AND TITlE OF INDMDUALTO WHOM REPORT ISSUED 
Mr. Ciflnl!'.!lh D. Reddy. Globlll Head-lllolu,gJcs M11,1uraeturlng. 

ARM NAME ~SlltEET ADDRESS 
Blooori illolo,glcs. Umlted 20th XM Ho:sur Road. BectrnJKS 1JtV 
CJiY. STATE. ZIP CODE, COUNTRY 1YPI: ESTABLISHMENT INSPECTHl 
BeflJPlllnJ, lllll'lalilka, lndla 560100 CkllJt Sub.s.laoce Man11famlrer------- - ---=~-~---- - = 

relevant mcladam (e.g., u1d1t lrails). During dlata review~ only fina.~ pri11lrn,Hs ohbc test rcs:ults arc 
irc ,..-iewcxl, ~nd ihey are not verifiool against Ute uii.g.infll el~tronic ttcOl'tk 

n. Your firnn does nol have adequate wr-iuen procedun.~ for oorw:l.ll.CL1n,s Initial Qualification {IQ), 
Operatirui.a.l Qua! ific.mtion {OQJ and Perfonnaooe Qua.ILfication (P'Q). SpecilicaJly. qual ~fication 
activities 'Were performed. by yow software vendors for netwo.r-kcd Ei11ipower VJ.0 so,ftv,are for 
1:-IPLC equip1mmt. Your fim1 a.ppea,-s IO have performed Puformana: Verification for .Empl\1s-er1 

however diis. verification is 1110L adcqual~. in that, ft docs not cvru1ualc lhc 00111.s:istcnl pcrfonnancc of 
the softwan:/eq.uipmcol over a spc.::cificd pt...ortod md opending c:nvironmeni. fcrr example, during our 
review ofyo\Ct 'f~:mp;~'I.W:f 3 chromatography sunw.iue, 1 ntel'TUptoo. st.'i{ll~~s were nbserved, which 
:gci\etaLed .. IJatD Incomplete"' dltronl!ltograpluc data. Your firm has nol detnonstroted to u111Ck~"iand 
the cU fferenl types ofconmumic:a:tion ermrs and circumstances which may lead to a ..Dnm 
i1:1compfole1 chron1atograpl1iy.• 

C. Your staff uses .a common user name and passv."Ord to access mhc ScvcnExcelhmcc pH/Cood meteT 
f61111iQJ111~nilQ lHl-PHM-1i 83) usccl for Lhc pH and conductivity mcoour'CrnCnls in the 

4(b) < > ' 11Jt.>.i:i. of Rui !din (b) <4> 

OR~ERVATION 10 

lltere is Jai:J:: ,ofassurance that 'Waler andIbH4> ed: i..n rhe nw.nufnctu.re of (b)(.J) mg 
substance manufacn111i11ig pJOCesses in mhe (b) <4> fadHty is suitable for its...1,-·n-te-n'""'d,_erl-,--u.s_e__..... 

SpeciftcaUy~ 
, -l ~ (b) (.J)A. Yo111r0oolroi ofygur:b)(.J) C Wat£r WhiCh 1S Wi.;u JiO 

t6) (4) 

i.rJJ1dequute. Your b) < 
4> ater d~ n()E mct,.-t the USP reguirrement ror<b> <4> .-"W-,at-c:-1"""fi,-ur- m'""'·'-"i:ra

s 
_ tcs__ions 

~d.1h drocarrbon.i;.. <~! water is .8Jlso titilmzed o~ the Ct>H4 

lb) <4> Your risk asscss.ment evabimring the appmpn·aten~ s 0 """ll'l___._of.,.lh ~~ water__.____ ___- - --- - -1~_e use _ - e· 
m. yot'll' Grdti1' \U/ \ .., . "'manufacturing process is inadeqMte fB.PffRIBl..15 .0021/19/007). In 
additi~ l!J)J)IOpriatc specification limits for Conductiivitv and 10C have not been estabHshed for the 
-tfi>l4> rai.ted Water" Clmt is used for l!te(b) <4> rocesses. 

B. Yoi.rr oontrol ofyot!I' •~Proee~(b) <4> , which is u!itld im fuc:Cb) <4> systems for 
(ermenters and fe:rtll\enmi!icm media is ijnadequate. Speci fici.Uy. 

~-Nlllmu:(fM/r,,l)flr, o,,;n; llliJID 

Zl'mill 11, Sr. Phil~utk:al Qu!lily ~Ot 

Ar:sen Kan:1petyar1, l:NV-Dediear~ Drug cadr~ 
Rbl 11 M. ~rnstcin, Biol 'it 
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Da'i'IJITMrNl"Qf 11r.1im1 ii.ND HUMA,t,I SElf\llW 
fOOfl AIID OIWGADMlll1STIUillOIII 

td:lf,.;;1' ~NIIU'iUC' liililliill 

~Ion D'f BiOtedlnolocr Maootecwrlnc:; W051 / lluom 2269 
10903 Hew 1Ha,npshln~ A..-eni,e 

Silvl!I Sp,ing, MD 2099:3 
c-,neil: OPM!AlllA!mpectioi\llS:IRA!spottSeS@fdai.11~ 

08/2J/202HJ8/2f1,/2022 

FEJNUMBER 
30152832,15 

NAME ANDTffi.E OF IND1VIDllJAl TO 'IM-IOM REJ>ORnSSUB) 
Mir. G~ne$lt D. Rl:'tftlV, Global He.iHl-moklgie:s Ml.imJldclurl11G,. 

FIRM NAME STREET ADDRESS 
illim:011 !!lologks Ll1J1lled 201.1, !KM Hoilur Road, EJei::tTollk:5 □ry 

CITY, STATE, ZIP CODE, COUNTRY lYPEESTABI..JSHMENT INSPECTED 
!leng,alufLI, l(&fflilblk-11, lntli3 5601.00 Drug SUbsUr.ct: M&n11facturer -------- ----------------

I. The •'Procc ___dcJ ivc.rcd to tho facili has not been sam led at lhe ooioas ofuse and tesrco 
for crili:cm physic.al q1.mnties X6f<:.J -------------------

2, · lioo limit::. orC'..ouductivil)' flIIOi Tolal Org1.1n1c C1:1rbon (TOC) "Pn'l(:C:!S(b)l 

fi}l S./, · - • 1y) are significant.my higher th0.11 Lhe:tie ~pc,ci litd 
er {< pb~ .respectiveJy). 

43, Chemicals (b) < > 
(b) (4) 

4 4 4
(b) < > arc added to(b) < > ccdwat-er lo your ·•Proc~s(b) < > encration 
:sy~fr:m. 'Te JS 11<, c,curnc;naed qu1dily u._i;St!1:i::>Jtncn1 ~ding •he risks. :11.o;..-;oe,--lated •with I.he: 
inlmductiun ofpntenL1aJ c-ontaminaflts from lhe ad'ditives LnlO your pnx:.es..i,. 11ie "'emklrs~ 
oert.i fi:cates ofa.illaly&is for the additives; which are accepLe<l by yow fim1. for raw m_aterial 
release. do not include any purity OL' impurity test. 

OBSE.ltVA1·10N 11 

Your fum's quality 'llllll's ovc:rsight ofyour GMP IIJ'Wlufacturing opc:rnlions is inadequate. 

Spi;t:i fically, 

A. Youli firm taoks security ou rU.rol lo pn;:v~nt I.he ac~ orOMP 1UiliLy .und ~u:iprnmt by lhe 
Li.Muthorizedl pt!fSil.)ft!i. on nhe ~- The followi ug area~ .l.lJ'e not locked or bnve .access conlrol 
procedures 1n p!ace to protect critlca.t tiMl> areas and utilities: 

4• Buildliog U4, (b) < >(L Source WaleF Sump. 
4

• B~ld~ U2.(b) < >n::atc? _Wa:tc1 Plant. lb) < >.~---
4

• Bmldmng lJ LJ ...eolNI U1dsty Offire, DG Roorn, 
Room and(b) <4> ~hmt. ------

B. There is no ~imy agreenum.t bet'\¥Gen oUJ firm and Biocon Limited (FE]#t6>l 4 
> 

St11J1JU~1rca•cd water, l)Jroccss~6>(:.J) so~c '\,rater,(6) (:.J) er~ and Cb) <4> k> your 
1 

~gsubsmanoc mwufacturing fac1l11ty. 

~ tw.ilii».11 mu.,,._. ,J'll'IJ llir,TI;IAll.t:ll 

Zhong Li,. .Sr. Pfla1maCl!l.lJk:il Q,J;zlity Ass~ 
Ariien lKarapety;,11, lrfV~d Dru~ Cadte '3/1.6/1021 
Ital 11 M. llll:rnstcin, e:kib • 

f'.Dl!II Fill< HJ (11111'1lBJ ~ 0!1SERVATJOJllS "!aQo 10 or ,o 




