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Thi,~ hm ohnr,Ti11011, ~ It; IL: FDA n•l'•~•'t1,, 41:ml! du.: 111i,p:Jlllll ur7uw 1.&::iJ11) 11,cy !il'c: 1J1,1.:..'bu,u$ 
utrr::-".· urli ,ri,J ii,~ mil rqr~.td , 111 A.:c:t,.!~ ,1~!tf rr11ftulh'i1 '4-i~ )rvr u,.,;r,qtluih;.c 11 yzili t,h,· ill ~~ntfi,c:i;mln'¥ 
,ah,,,...., um 1',,,;e bnJ,1:-.-nlz:zl, nz pl! 111 ho 1filt"irn'r1111n,rr<":C!r~~ ,,~inn 10 rnpt-r. • 111 11D ~r, ~ cu; d1• . >1hr .,t;,t.,,:llvt,, It! 
(llr;1ir11 wilh ,iw l'DA fVJ'mr:mtl\'C!' Id;inq lb IIUl)«f~ Qt" 111lr~ 11111 ID ::llD ID FDA ,II lhl' adJin!>al,o,c ,r~uv ha~ olDl 
•Jut. I t" <(' ~nnla,;( fDA al If,.(' r1icff ITLIIUDR" mr;f _n:» IKIQ\'11' 

DURINO AP4 (N!IPEC:TJON Qf '11'00" FIIIU WE QB~RYED; 

U8Sf..R\'A.ll0~ 1 
Eq111pmcnl .:ind ulms1ls arc nol d~11aJ llllllalarnc:d at o.pprupJllllc mti:n,.us to pre'-'Cnl 1;onwmn.1lJon 
Lha.t wou!d oltcr the safofy, 1dcntity, s.trengtb, quahty or punt)• o!'thc' drug product. 

Spcc1fic:i.lly. 

A Your manual deilmag proc1.·1h1rc: for aoo-ckdicatcd rnanu.factunng eaurpmcnl ,s rna.dcqual~ m LhaL 
docs aol C'IJ!IUJ"C' Lhc- remo,-al of ~!ildul!'S t'mm the prcvtously rn.:mufacturrd. product to avmd cms:s
,;un,arn aaliun. 

for cxarnpk, 

On I'> Sc rnmbcr '.!.0~1. \.\C- ob~·cd r~sidl.h,.-s 1.1f \\hi11.; f)()\\dcr [C.f' flak~ on di ffcre11t :;1,1rfa~ of 
dcilDool ) (4) R-l21, located m mannfoctunng Swte (b){4) ,_____.-- lpmC"nt 1.'i u.~d toTbl!it6ll4) 

rali.JlUfoi;lLm: 1.iblc:-L pn:1ducts for th.: US market. 

2. lov.a iplmum bottom nren 

3. e.:c:tCflSl.on of ~L-_.....-asidc Wllll nexLto o.m 
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Fl r. ~t. orl ~~~~u~ ~ Ar.d AP! M~r.u .ac~urcr 
[~:on-:.::e:::-! l ,el 

4. i;,,(!nMun or1htKb) <4> ins1~c ViollH nc;..t to b) <4> 

5fb) {4~•alve of'the_6J_l{_4 
_> ____ 

4 4AddmoaaUy, n firu:: whet-.: to off-wh11c ~olarybwa1:ry l111)'r:r y.il,j, 11.bn 41b..-.eJ\td tm 1h!!tb) < > f lM{b) ( ) 
WJd oa thi: wi'lll of1Ju; rooro bc:b111d lb.;;: -cq11,prr1er11 

On 1'1c .)llme d!Jy, S\V3h sample!! or~~e: referenced e:qmpmeat loc-O.Uons wen: colkcted Wld Lest~. Tfit 
r<"saJts indu:ated die prcs<"□CI!' otrlb) <4 ~du~ adwlmn. le11r rnult.., from Im i.w.i1b 

4l:ii!lnpt1:- ooUOC-'led from lbc{b) <4>~w,.·e of chi:(b ) < > ~Piow...sl! 1e pel#iicu.;;:~ of f11?Ssd11~ ()f r,revt<,)1,h 
f'!t"Olj□LI 1h311!f1mam~6)l 4) _JU11 CFP Bacdi Number \UJ \" ) mn.nufacmrcd nn IO AUSIJSL 2022. 
l!'Q~an'Uf;!ctuan~ of this produt:t., your firm was ID contmuous campmgn mw11.1hc-Lunag of~:i: ___Jktm:m lO .~ugwsl 20.:!2 10 J'9 S,:ptr:mbcr 2022, your firm ,;undu1;h:d 11pproxim.:ircly 

J~.aning ]'.)l"Odur;:L c::bangi:()"'traetivLU(.'S Thi: 1.1cce_p1ance ..:ri1eria for clewu.ng ptoducr1----clwnr,~tnc:r- ,~ lliiJI au ,•n~ibJ~ ~s,r.lm: :should bl: -o~trv~ (In tbri: ~quip[rlr:llt afl~, dc;11ti11g. 

B. Ymuilll.!llytical ck:amns fTI!.!thad used cu mo111Cor I.bl? cffc-cti~s.rcproducib1hty of_your m:mu31 
dC'.aning process art.he aon-d-roicatcu prodnc11on cqUJpmcnt I!> 1n.,tlcquate 

Sp,ei;ifi~l3·, 1.1Jtc:r L:hi: c:leuniug ""wnp14! is r.,lle~led from a predtfu;ed ~qu,pmt!nL .are.a, tile? :;;v.'::1~ sample i!> 
pt-,e~d HI ,1 ,,.!tit [l,j~ ait1d 1t11nsfol'fi,:d lo 11\l Quality C1Jntr1)l l:alwratmy for further 31lalysi5. Jn 1hc
Jaborruory. thC' sample 1s s,amrnted '\Vl~bj mL ofextnlcllon dilmml when: the 11nolytc to be anal)~.d and 
metl&W"('rJ I.ti e.xtn11:tcJ mio tbr: dducmL -

4
On L9 Sr:prffllba .:!.fl2l, du1iJ'\f th..: c[~ri_ing s,1Jl1rli! f!N!f!IDRtior,s or'b) < > R- 111, we: ohscrvcd 1.lm 
none oflhc samp-les swab heads v.rrre comp~l<"I)' Lmmcrscd m the cxtrai:tloa d1lucnl. Jt wns obstT1.·ed 
that apprn:umatcly 7D '}'11 or the sw.ib heiJd Wi!S tn contact mth Ult: i:,i;tra,;;t1oa diJu~aL ln oodJl1on, 1l 
was ;iJso found that the tb) <4> nx:css ofLbcse cle.Jrnng s:mtplC§ was mnd_cqWl.lc bccaus~ die Lest 

4tubes WLm" _plated mil plastic ruck, Pil'''l:'□l.mg them from bcmg ,;ornplch:l:i,i 1mm1m;,:d m ,hc:(b) < > o 

Il'W'= •, ac;... ;/OZ 
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'P J nd a 

tlJOOA.~U 

29. 20 ,. . 

Fini~had Pr oduct and ~ 
1Non-ateri e) 

hs,·c a hc,morcncou c~1me1101 r••~ , 
llm J~fo.. u:ncv ma>• le.UH e:ttractablc rc-srduc~ ol monrtonng actt'.e m1rred1cnt on the swob h~d kadrng 
lo rnoccuratl.'.' (;kamng resull!i 

C The vahd.nuon itudy conducted tn ncrordancc \mh Protornl M\ C.:VJSl'. P/iJ 

b) < 

"l..'.ti,1 ,,,, f\n Cl~nrn~ V ilufa mn ·iud) 01 Gla "' re Wa,h,ng PruccJure A) (ii,~
4
> , :ippru, cd t7 l\!u} 2012 1s tnadcquatc 

Spc:\.t fie.ill)!·, the nl1du1wn str.ateg:, ot I.hr QC laboratvl)' au tom tecl gl. si...., JT~(b) <4> 

r 11 rnn,1d I d1ffi:11:a1111 ti ~"<'•nlig11m1i '"'· 1nclud111~ r t1,ge ofglasSWilrc ,,~s, 
"r cnwtaon ll) gtoup large, and sm.illcr size'> and continn whith oftbcsc load configuro.llons represents 
die wor.s.t case 
SL01.-C April :2U 19, )'C,ur Q rlil) Cuntr0l lobo· 1tOI) Ii~ 11u11arL>d 1 ub~uumnl rm111~r c,fl:.horatc,ry 
1m:1dcn1 r ·purl upproJC 11n:n<;Jy W). mcludtn~ ome 00S 111, 1: 1igllt1011 rcp,ms ,1 :i,oc1atetJ t(, Ill( 
prt:,i.:llL'f! ofunlrti-0\, 11 pi.:11.k,; in hwmatograpluc a.nal) c,. 

I r 
> 

·~----

uant1.y. l1JC1Ui11n , 

D. Uu I') Sr:r1i.:m1,~ _O:'U, '"'i.: vbscr.cd }Our oon...i1.-d1 ati.:J_<b_>_<4_>______ 
\ 1th rmc white tr, oH-\\ h11c:- oolor po" dcr n.-s1,.J.1 • r-d lhkC1. m pn kt.. c<mt. - llm lnnk woi; tocatC'd 
1n,u,e R\l>Olll II , (b) <4r·1t_, l{cd 1 "' I· "-!Ff) · i t , d, fo .i - \uh1 1. Uri i, LS IJ,;t ltk"d 1·1 1JW! 

m:u 11fJcturinj! "t(b) (4) 3.. Id~~ • ,.., (b) (4)1t 8.l1~h l\u. (b) (4) 0~ August ~O.:!~ ~nd 
4

1t';as m lhe rourn '1UJ1ag tbt- 11W1uJa-.;tunng ol (b) < > =--=,,,. llc1~ T nL {;R-]4ll h.i. Ix-en used aa the 
rr~ra1.1t101~ oidrtJ~ wh.llh,,U, 1,1;h i.: Ill l3Lc. u~i:... ,u (b) (4) D CiR-121 ThL'ii ~'tu1pn.:m. had b.:cit 1.hrt1LL!>1,h li11c 
dc11r..wcc d1i:ck <1Jl 02 Augu~L!O~, Th ,p "R-l-l9 r,a.:, b,~ i;c\'t-ot.1Sl ~J 1n the dnlg <-vlucwa, 
pn:J"ilf.lll 100 IN · .,;~r.tl b.:atdu:~ ol (b) (4) t:'let:; :nJ (b) (4) Tabli:Li lJSI', f Pidll.l ~ 
tillen ,o demunscr:uc tlii! obs~r. oo l!>SUC)). 

f.. Ch :IJ ~,:p1miber '.l'U.22, ~e 4,l,,,en·ed y1.1J (b) (4) JO. 1R• I IOC3kil 1nsii:k Room fO ~bft4) \,a., 
4tagged Ill "CLEA~ED"' st:um 'lllflll~ die n nn£ "'(b) < > h.unbcrwas CO\C'.rcd \1o'lth white to oJl-v;h.i•e 
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1.:olor pd let~ .md l:iur powJcr lrn('t:~. Thu; chnmbcr uli.o cuntamcd .i th,t3d like mater1:d complctd~•coH•roo 
111 r,1v.dcr U r..v..!rnhkJ 1h1 1l1n. :1d lik" m ,rcn;il I,\" '-<',t cd at "mrtt p,..tnl m wht1r:' pl'•,,d<T'IOluunn c1:,d latt·r 
due to b,C~) .Q.Dd1Hr.w~ 111"-uL.:(b) <4) h~11,bu 11l b) (4) id b~·cani..: turd. nR.J I \\>:ll pre, iuu h uscJ for 

(b) (4) C'lltl.,. U'1..:tu~li t, ~:-n.J:u d~rnoru11.rutc tM obscn,--ed 1~suC's}, • 

Ii, On 10 St'plrmbn 2012, \\it ob-s~ed ynw,tb)l4) ID 'R-1 IO lo~:tl~ mssdC' R m lD (b)l4) 11s 

lul.'!;1.',J 111 '1 '( f AN I lJ ,;1a1u \\ h1I~ u. f-1t1du111I ' i..: ..:Llci.l ~~! .'l rJl>-<.·r'\11.:J cJ Ltuo;h: I 1,1,, ti J, le. ·,il11 
~v.cr n:·,1due§, m prodm.l contsct JK'as. Tb»(b) (4) ·ns Last us.cd 1 {b) (4) (b) (4) ---

(b) <4 ) ~ \{;IF)ll:UI n~,i,; 1,m- 1.1ken 1,1 1Jt-1non ·.tr.,1~ l ~ nbsr:1' N ,ssu~) 

r. 0tL..'1L'ii:ru n 'I n, "'I! IIU ,I:,, 1.!1.hli:nl im.1 ' l'Qlt h m,d .. .ill n\er tn~•llr.: \'lc1'1t n<1n-tl1.-,f11 .I r,; 

(b) (4) D GR-9~ in the prodi:cc ..u~111.. c rt>n; Thi (b) (4) ;•a.<, loc3tcd m"'(b..,) .,.(4"") ---

nrc,11111,1 \\,1" pre-.1ou.,ly mt:d m 1hc rn.t!'IUlJclunng, I (b) (4) ablcts L 'iP~~I goo HJ 
S.:.plc111li~"f .,11.,..., ~mT 11 wltt1.:bnn Opl m1o1 '-f .1 tpd lhc: r<a.sou fur dcnl ~d;. due co h:unmc:nn~ •hi:' 
cqu1r11 111:t11 Wit" 1 .tJ(b) (4 ) lollM'h.r 'll\l (b) (4) ~flll1•i!f ppr; red Ii) ht.: lirca mi mru Pl~. A!'oil, rh (b) (4) 

sh..1pcd DIC of(b) 4) ppc-.m.•d to hnvc s.1gnific:rnlly changed m shnpc due ti> I :unnicnni; ut 
1hi.: 1.qmpm.ml 11\•r.:r I c Jh.:1:1111 ol 11,q: (f•i..-11rt1.~ 111 ,:11 Ill drni,..mstrnl~ tm:: ol:i'l,:n·ed l~SU~'-1 

lbe;s.c is:su~s perta.inmg to dent m:trks m1d cb:u1gc-s m 1hi:- ,,haf!C of i:-qu1pmc-nt \\':t!i can~m co ensure 
•h~ c,•,;crnll mteynt') rir lhl!i cqu1pm~1 1n mnnufacrunng C1f drug pmdu.cL'i u lrdant:,n ol prO(c'i, and 
equ1p1ncm clcalll llt! '\'Ll\11 Pruduct,011 f kad ;1,;know oog,?d tha! ! .. UC hO\\ C\'l?f th¢ c-qu iprm I ! " 'a) IS(;d 
lt1 r1uduc1ion llfl ,llh"'!!q11i.:llf LI.,~.. ~ium11~ elm, lI1~pec1I0I1 1)11 'JI and ]".I Scph~mbet 2u~2. \ "1_,Ut 
11 iru111 fo.·ninng .111 fl q 1l~lt1 )' 11111 f.1i11.!d 10 nlr..:r111f)' Ut-.:S..-: 111:ir11 1{;<1,;;ruring ~q111p111.,;n1 ·rnd '\l:t\\:' 

lrurn l111t: i;li:.trancc i:h~l l1.l Al\ ~E\URE.-ll, C'l !ECK LJST FOR (bl <
4

l 

l:()Ul fJMLN J Al:lliA ~,.. J.f lP No · 1 JlJ .S:U7 m :;~lw I .. IJ.E_ck {hr mr 11d.JIJ1Jrr1.1Jl~.IJ 
p_roJu(, co,Itilc1 an a/ bl (4) 

{b){4) ___...•. In I 1,~i rtttl':l>"->..,<b_l _<4_l ______ 

~IQ.ID 

9 26/2022 
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111:FAIO'\lt;N"l' Q I' llt:i\l H l IJ',llHll,ir.l,\l~ '.H,Jl.\'lt."t::> 
FOOO .v.n tl'ltMi ~fflN 

1a11•.a::1~.......... -.-..-. ~Tli.lii!U'n.--nL... 

l 24 20 Park: _a·.n:. Dr:.Viii, Room 2:))2 9/ t9/2:•J22-9/.26/2(r22· 
:p,.,;c,c•;-l lo, ~.!:I 2'.l!?S7 

... __.... 
30( :,{l 2:9 !i:56 

...,...,... ,,,aa ..-. ~ •a¥t........-:."'-::· -..a 

Kr, ~~h.9h P. .,~tM18, Vlc-e f';: .. ,1 •l"'l'.i't f.iorkal ·-....... ••••u '.......SI 

~orc~r.~ Phc::::ic~eut~cal~ L_rrd'!ed Tal .1kc1-Kadi, i\hniet.iallau 1".,H1 i:sana Ri~hi..i~ 
c.TY 111:.,.1, .. uaa ........... •,IC'i- n• .. ,...,.,..,.. ,__..._,.u 

-nd.t:ii:1, Guje1r.ir;, H: .• ?'l tr.dh. F~ni5hail Praauct •~a hP- Xan~:act~rac -- (No:i-s1:cr1l11) 

n. Y~•l/lt~b) <4l~quiJ'lff•""1 Clcnnmg \'enficatlon fi 
b) (4) 

)s dcfidcnc for the ronov.ing 
N,.1S(J_B,: 

I Your Dllillual eqwpm<.:nl dmni:a~ prw;=m for produc• ch,m~e ti,\ot,:;T i,:l¢.imrt1 g t,a_seJ <Jn \jsuril 
11:.a.e:smu:nL for cquipmt:nl derutml,l i.s norSi.:l~nllfiroll>· ju:sufo,bl~ wul fil►l ~porTred "•rh 
dorucaC"nlt'd C"t1dcnc<:. 

2 There is no mcnlcon uf type ofswllbs 1u b.: ll!led in irwr.bbi.u~ from pn:-dcl~miim:u [0\.-:tll!JIIS in 
your c-.qu1pm l"DE ,c lcarung vmficabon ~ocols. ond reports. 

3. Swab sample:, wen- noL h'.!li,c:d '11, llhrn sw-.ib ~nmpli: wl11uuu ,..;iJ idi1y of{b) (.if)lfur~~runph:: 

k,Eci!!!omer11- logtion Date ~ 1all'-Plta:lle..t1d1 Dilte nrafl Afl:llli h~td ITDtllelm fWilbA mell ni.t tntiel 
(b) (4) (b) (4) 

23./lli':202!1 
11 

~ 

26/U/2010 

B/l/1.0l.l 

D.ih" art• lll' /~f•an (nr•nm (Dr,t, 1,Jomh "f,:gr) 

1 
,,'l~rm rnlJcclcd I~ above sw.ilb ~ample::. ma .;Far t;:.l-1!ili Le.st 1ubr: .1tia mil.Jlu f11~111ring 11f\(b) <4) 

1 1~~~ Uets wruch 1s 11 Jigirt sen.si Live mofe,;:ulc:. TJu:-:n:- 2s a pol.cmtml for dt.·gr-udunun of residulll a1.11vc: 
I 

~:,r.-r11 a:l'IIL•..;-Wf 

y{# 
U.llll-.Aa 
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ur 1•,U1T'1Jl 1 ll11' Irr.Al.T11 ,\"ll) Ul.c~'-""'. ¥.ll\.i1 :S 
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12-42:J hrkll!,..,.., Dn·,·c, :loorr 2032. -9/19/2022-9 23/2022 · 
Rockv!:le, M~ 20351 

p~St,.'11C Oft ihl! swnb !iUeks !e.1ifi ni;? 
1~ sw.1b ::.;rmJ'I~ ::,1,~bd1ry of(b) <4) 

OD I R\' TlON 2 
Tb,:n- JS i.L fu.nurc Lo Lbotougbly rcvtew uny u.ru:xpJwm:d dJl!r;n:p.uu;y .md th~ f.l.ilun: llf a bat~b or WI)' llf 

lllli wmpOJJent~ 1.0 meet llll}' of ibi speci6c;aboos whelhc:r or not lhe b:21'h bai; been alrt..id}• dis1rib1.1Ied 

Spci:1ftcally, 

.A. 1 here~ a Cli.scad!l.' of liulure m your fum·s laboratory am~tigatioas perfa1rung tu i:1tlrulk.-0US .ifid 
uakno\.\'D peaks. YoUJ ~nn frequently cawlidaLcd out--0(-sp«ificatLo n fOOSJ arul laboratory cm:adml 
ITTYCSLiJ;n1io11.,_ v.1thnnt BO e:4equale am~igahon lcadmg co tfle pok nll.ll root C3Ii.iC(s) of manulaC'Ltmllf 
ei.1uiprnei1t :ind laboratory gl:lsswar-e cleaning lS:ru~s For exrunpl~. but mn limited to 
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ur:1•AKT.\11:,T or l1F.AI TU "'n l1t:\IA!II :5J:Jl\lC£5 
11)00 ,\.'7) IF.JGAmCD,mv,n,,. 

....-..... 1;-0-......Nt-2J'I....,.., 

,,, ~120i2-sneno,-1 ·l:2-120 F: z:H."' C lVI!, R 20-2 .........__.a n -1 • x::> 20l! 7 
3!': ~029 

~ --- -~·tt..Lliil - --------~Mn;,Ml,fP(lltf,~ 

Hr. A:Jh.!Jh illljaroJ.11, Vico Presideat lW r .b )_,_,_·--
lor:r,::nt ii' h i3 C1U1c:.eut.. c 11_ ~ Um.i ti:id 
~,_,....... ~-~-· 
In:hAd, G ,u.n. . 3;iz,z1 - :d a 

S.-_N11 ilMH 

] ll•/';Jl1ll 

1 fJ"#/2.W.l 

3 2ii/a5/20.U 

" 1/2J7{J1:D 

!i '29/06.J l.02G 

• fill/~CQD 

.l6{Qt/,07'J7 

I J/4/2019 

Lall 
~I .,.,_.... 
DU 

9G;lr.11 

93198 

_.,~I: 
(6)14) 

(b) (4) I 
,.i,1.i~ ~ 

(b) (4) 
~~, 

~ 
(b) {4)-----:i,.b IIU 

(~ 

U/l/~120/(b) {4)J.a,bltKa USP.I 
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sctC"lllltk JUsttfka11c,n supported with documented C\'ldcncc. 

i:or each ol the abo\·~ UJbulatcd lnbor,1tory mc1dc:nt and OOS m, ~ligations, yow !inn pot.ntcd root 
cnusc:(~J dut' to oontammnted gJasswnrc: an~PA taken was 10 ~1,c awu.:ncss truimng to M.JIY3.t 
a.slt>riat~ "'1th 1hc mvc:s11gatmn. Sub~U1J111a] number ot c:1.ampks "eR" foWld for multiple: druH product 
ICS1lnt 'lliht'rt' lhc ongtnal unJavillrablc rc~ults ',H'rc 111\'altdatcd w,Lhout II r1cnlllkally sowrd il.lld 
Jus11tiablt' root causc, and rc:sult~ orv.assmg re-test re<-ults "ere ri.-portcd 11..~ the n:1ull ofrcoord. 

rhe ,1bovc tabulatc-d OOS and Labora.tory 1m:idcnts i1J'C fc-\\ c:xamplcs ol 1s~ue, obscn·eJ m the: USA 
nud,ctc-d prnduc~. He1Wt'\ er. then~ urc m:i.ny such ~amples for the domcstlc und ROW marftc:tL-d 
product'i 

Ill. l'mtoc~I I PL-P..{10 l- 19 entitled ~6>l 4l t'\'IC'w or Invalidated OOS ln\•ciit1gatmns for us. 
Mar ...:1cd Prod h.:t, Wi1hm fi fl r "\' ,~ -,pp111\00 on 25 Octvhct 201 Q tu docuinc, l the pr~css 1ha1 1l111d 
pat1~ ,l•111uld u 'fo1 coni!11dt11g I rein . Ii\~ re-.te\, ,,r II ~1.:ner red 1n Stt1~1~d oul•uf•.,p«1t1c·11kn1.S 
101 ) mH•~t1g, 11c,11 ,epc:,rt for U Am 11:c ct! p-uJLM.:ts lh.11 \\Cn: \\&Ihm C.'\ptr)' ,tS 011 Oc1obtr 8, 20JQ 

P~r PrOtl,1,;0I 11' l,..}'..()111-1 Q, 1h" 1h11, Ip1rrt) • hoold •SSC~-.. a<leqi..1 y of,n,Cf1Uglt111n ind 11:¥ lu.i1e 
¥.·bi:lbi:r I.bi: ~C.:Lcnllfit JU Ubca11on und i:'>tdcncc ~lilltn~ to lb,: W\"alidalcd OUS rcsuh cuadusw~Jy or 
tm:urn:I~" dy dmiu11.5trates causc1t1,rt J.ibor:2lnry nTor. Your Quallt) Umt 00mmillc<l to amcad ,ill 
1m'C'St1g.nbans tha.t your third part}' did aot :ind lo be m complwm~. Ho'.Y'C,•cr. 1t \\ all obse-n cJ th.JI 
some ol'lhc amcadcd mves1..tgst1on report.<; {e.g .. OOS INF FP 19·052, OOS IN r fPJ19 ·054 and 
0f)S,IK,'FiFPl l9/055) do nut c(c..,rly citabb~lt an uncqu1w,cal root cau.r;c to multdaLc the uru:Jtpc-i:tcd 
OOS ri:,.ults , TJ,csr? ami:ndcd im ~i~, ticm rc11orts v.<:re n{)t ub!lt:que1Hly cvt1lu.atcd hy yuLlf Lhird part}' 
Th-1,:fnre, 1l1tll rauii::. tln: cum;1,;m Ulill you did no ulv,'a~, atl.. t1u.1tcl) ;idriress ,be ~I'"' iden1ifica.l 111 ~•l1ll1 
mvc-sl1go.t10115 lo ,rnpport the proposed moc cau.i;cs '\\-'lih scicntifiqu.'>1tficauon 
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Tn your 1m~t1g;iL10n. 1aurQuaJ11y Umt kept refcmng to lac.k oi batch number dct111ls as a lumtmg 
fo•.Lor an tonductmg 11 lhcroui;h rnh•stJgat1on_ Howc,u, your Qual1t) Umt hJE dcrn1Lrd from th~ 
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ow OJ C22· 

n 1C ct .::er 

folto\\mg scdion ol procc:JurC' SOP No · C(.lA-145-1)7. I1tlC"d: .. Procedure I or llilndlmg Uf Produd 
(JUJIII:\ C(l,mplamt.s'", EffC'.:hH' 1J3lc pnl OS, W22, Sttuoo 4.6 7 'lj LOmplmm samples arc.• nol 
,,-.,,J/abJr nul m g0c.,J ,o,1J1trrm I of 11m'.)JrrJc111 quam ryfm desirt:.d ar,r.1Jys,r, tl1~n rrla!J, $i1Nrple ean 
b~ L"t11Hidrredfor ,.11111Jy\b " Your linn le no rct:un mpk to 1dent1f) the potcnllal cro1,,-
contan11nallon 1s:-UC"... ', cm:.J1rm..._'1l~a~C'<Ll h third part\ oon, ultnnt that also 1dcnulfod thi: Jta1, ofrm•

4
kstrng ri.:tJnl .;;ampk, of (b) ( ) nblct t SP~~ 1 . Y<•u fi1111 d1sn: • udcLL II L 

rcc<111m1o.:nd:i11011 i,f the: th rd ,,.trt~ cnn ulumt I u th~ n 1 '"·' 'tnur fim1 f.olcd lo c\ ,d 11at~•, 1 folloY. 111i: 

I I T1..:nd Ortilh\JT 1lllr) 11K·1<li:nl pmainmg 10 unktK'"'n u d c 1n111tou~ pc-.1ks ,n (b) <4> 

Tnbltl 1 s1• <b mg -------
2, 1'1i:ml ol no m1,c~IJi!d 1oru; ubd nJ 1m·ultd1 p~rtammg 10 pi-c,c-m:c o1 unlm>w11 and 

c,tr JM!OWi p~11 m (b) (4) Iab1c:LS LsrMmu 
14 \ c, 

3) l'roduct -rhangc-oHr cqurpmc:nl c camng procedure .anil uract1c.cs 
-1) Su1tah1hty of5\\1lb :ind ~'llh sampl~ c111lccuon and tl!!itin pr.1cttc-cs 

nuri11g du, in5p~d, in, '-"e ob5cn~d .-.ys,~nn~ luil re ,n J(H1r mnnuf, ·1unnb ·~mrmci,t cle11111n~ 
hd1da11011 ilnil inad~qu.ulc Laboralvry 1D\ri11g:.111om "11ndu1:1L-d by )Our furn (Rdrr Co 
U!il 'li:k\.'A HUSS l 11nd lJ 

B, ,.·\\art' ult t1f abo\ i:- con:;wncr cornpl:itnl (M B 19 141 J. jluw firm i:a.ml.'d-out ::i pro1ocol-b..1~c:d 
C\ J.1wst1oa uf placrho and cxciprcn1> by LC:MS 1S t~l m~thod 

l'1u1u\;olN1J. : :\tlSPO-H4f,O, ·ffetuvedilt O t~r~32fltC>. nd 
R~F>•' Ni.. · MJSit,41-11 ()0, Ef!c:~11,·i: «t:uc: D~t-cmbc:r 23 2rJ11.1 

Wi: obscnc-d lhc followmg dcJit:ii=nci~ 

I} I he-re wn.s no rrfc-rmcc Df ihc abo\C' protocol-based ~'illu.mon m) our complamt mvCSUg:ition 
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n1.1i1uf.1cc11nr1~• 11rI~l Llrug pc11duc1 (under d1ffc,en1 li111 hl."d JflOd r11J )of 
m: 1.umr11n,id l1Jr ~•1m 1~rciah;rL11nn 111 LJ LS6J11i!lrlse1 

us~tl 1111he rn;anufo ·1 •pp11: of1huu1 (b) (4) 1mg pn1du.. 1s un~r 
go11 c-oJcj or \\im;h hout~~LJb~,nc Dppw'rl·J 111 -~ mm~'ll."l 1hza11on u tht-

n ur tinn su scd the 
flll!Jl\ln , 1hc n~cn b) (

4) Pktccb i,-----'\'Cl, did Mr c,trnt.l 1l1c 
ad(b) 1n\•~sllgu11on lo lb: 1,upplicr ol (b) (4) 

1Ji:ntiJy th~ rool c::iu:sc: lor th!! pri::scnC'C' or (b) (4) 
Co 

C. Your Pbanna.c,n agalanc.: l PV'I Uni1 has pr,,,. 1ded Mcdic:iJ Assessment Re-pan \\ ith a ~•brnllic:tnt 
drl:i) FN the rrudui:t i.:rn1fam1nat1on Cl•rnpl:unt No · MCJB 1Q 141 \our Phamt!Km'l 1 11:tncc Unn 
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II 1kl.1y ul O\\!T i-.. (6} 1m1ndts m iL!>"t:"'imt, wh~tb,n lhirrc: i.!i m)' tmpa<:"I ,111J n,k l~ ;i ~ulr of rcpvrtc:d 
complaml \',hilc ~·uur protlu,,;I "~!I in Lhc l'SA rn;irkt'.1 "tour .'\Gf!.MJA ~l:.i1ecl lklt n:.isoa for d~l.a) bc:mg 
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SufK(!q11,cn1 C\!llusnon nftrnnd 1n the is~uance of!l.f~-rltC'!ll -'u.,;;e.,;;smcm Rcpnn re..-calro rb:11 ~•our firm 
fi,ts 1Jways n:ci:iYi..-d M""1ul Assessment f.t.rpor1 upon di»urc ol Im! satc-oo.)~d cvmpl;unt tm'\!Sllgatwn 
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