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An lna~on of yourfirm, locatedat 12 Memor’lalDtie, Neptune, NJ, was condti m
-r 24,25, and 31, -. Dudngbat inspection,our Invedgti docu-d W-S
dafidendes from Cunent Good ManufacturingFractlca (CGMP) Regulations,TIUa21 Code
of $ederal RegulanOnS,Pa* 2108211. me8e-* oaw @amacautkal
mutt’s p~ed at your facll~ to be aduReratedwin the maanlngof -
50~(a)(2)(B) of the Federal F@, Dmg and CosfnaM M (the M).

Out lnvesUgatordocumentedenmples related to tie @uct~ how8ver, W
-rides apply @rall ~ve phame~cal ing-lents and phannam-1 e%dplent$
~ at yourfacuity. your flnn Is not Opemtlngh a 8- titi r’egating
ph+rnlaceutkal @uots as shown~ the fouowlng:
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Managerneti personneldid not establmhpm- _ Iiyw
phannaceutioal@uct$, and in fae dld not ~ whether some ~um
handledat ~ faoilitymm quiated by tie lJS. Food and Drug MmInl-
or not,
Management personti ~m~~ ha@n9al-t ~ mfl~ ‘n w
Phmm~l indq or ~ CGMP~~tim.
Managementpersonnelra@- andsignedprodutin andcleaning-
even thoughstepsweu’eohanged-t priorapprovalw not documented88
havingbeen oompletedby the +mtofs. In addition,management al-
employeesto mpiete manufaotufingand oieanlngm- In psnoil.

Several of these same obse-ns ~ ~ught to youra~tion vla the FDA-483, ht of
lmpeotional ObseWations,@ued to ~w,m November 17, 1W8, at the mdusion of our
-us inspection. Those ~na mmaln u~inspiteof~~lsasof
oo-actions made byyouduringthei nspeMon $ndinyourlettersof~ 46,
1W8 and June 3,1908. You ~id ~(@ke ~pt - to co- thase ~.
Failureto ~ the devia~ may ~~,u~ !n quia~ aotion~ut timer notios. ~i$
Inoiudesseam a~or injunction. .,$. ;(J

You may send ~ mponw to:U.S. F& and D~6&~, 10 W~
-ievad, 3d Floor, Par81ppany,New Jemey 07064, Attn:Samh A Delia Favs, Cornpilanoe
mol!uo ?+$ti f.~
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