
Greenville, SC 296l&-iS99 M.aieal ~vtce/Pharmeeeutieal 

11rtl--brlifi4F-FDA-/ntiUIIQtm-'-9~-- ~·-·"'*' 
IJ"'~u~p~-~~~IO"*"'''JI--"'!1'-IIIIJ-qftlwqw/Jty

ODBRVATION1 

Tl>Haipplan_aot_tho.....,wl~o<Oivlda, -·-llibilltylbrimp-tlono!dooip 
aatS ~ ICiiWiet. aad iUadft' ud6ttoribe list kMrtlltll with ...,.lfOUII"Ot~ uiJIIIfOPdlte. 

MJ:DICALD:£VIO<UGVLATJONII 

Spocillcllly, • ~ .....plul--_.,. - wl MoiiNniLooMuJri.J'uqlcto-·· Tho plan piO"idod it 
~...~~~~~--,..---llltylllrouFlllodolippmjoot. ~-..plo; 

T-lbrd-.u.a -,.;CII..._a.... ll.ltloo6 product..,..__,'"" OMiaud lalhodeoip plan ad 
!lrmly-­ prior tO d!o..--bot lW!u ~Mulliplllpo<t Sclu1ioo. For ...mplo,

aa.r~--loo. 

d)Thetlmo-ootb&voa,.._.,_dlt.,._ofAlaidioelnd!olteNuw~MoiAurcl.o<~ 
Solution. 



DalpiBpat .......... tUl .. incorap&M..,....addr Jd 


-A'IIONIJ 

Dool..-.-........- .._...~ .............- ..-.. 


081-A'I10N4 

MMDllreportwu ... Jllbmittod-lOdaysolreociW!&Ot--118 IIWVIol'ialbrmollondoalOO-bly
._....,that allllllfuttd dtvice may haft-""' ot-coatdbu«td to • deah. or ..nout Injury. 

Spoolftc:ally, 

I) Tl!olitm llolle4to IIOIII'ytbo ~of )S Hri- io,iUIY ........ orF-K.w.litll- Si_..,._or 
HMIIh in P""-Y 2006 relallnjj to RoNu MolllutiLooWII-PutpoM llolulico. N... oftho """Piolms""" "''""'Gll01he 
~uaf/qllll7,~, 

b) Conoplllim #SI05ooo;40 • iS IOSOOO:W .,..iollloll) ._led10 tho firm u -·eompl- iA JUly :IOOS, 'I'IIMe 
~aIIlii haw aot Ntn rwport«1 "* 1ht ApQoy u o£May 9. 2006. 



c) CcmploiOI I SIOIOOOOI2 inil!.olly .......... u 1 -~~ lNm, updoled u lllenliliL Tbo --"'"" ba 


A coro-or-.1, -to-ariti:U>ballh poted bya­ _IIOI._....UI writbtatoFDA 

,.....,...aedHqKoualll -·~~oo-.r-..-~--·-11> 

QallllVATICIN e 
AVIIi<llled __...IIIVIIidlled._c....,_,..___ 
~lbovllidldallofi!M<uw/Woi.,.-MiliiW'Uipoot Solulioo: 



OIISBVATION 7 
_____.,___klltol........... or...,....by-•ou­


OIIIIERVA'TION aApplvpricto....-....----"""-·-ll>r-----ltl
 

OIIIIERVATION I 

Complaint• involvina the poulbJe failure ota ~=-to moot uy otita f)MCifkltiom w.... not invalttptod w-. ..,.,uy, 
~ uoll/23106 



a)'llloPutorium--.~dld ... inolu4o-,.orblocid&JIOOI!oalbrllol'luw/_MulrJ.,.,_
WQino"""""" locllmpll<.ated -..I-Hoo1 X...,. 

b) Tbo lllmllod ... ,....,.__,....., ... lllo_....,... ..COIIjunctian_tbol'llllrium ~r.......,.___.....,..........

...... 
 

OIIIIM:YATION 10 

~ iw CCIII&r'DI.IiD.a tNt ICOfqe otprodt,Ml ia •-....,... iiJDIIOCk ,_....DDt.,.,...... to JIICYIIIt mbMapl. 

Sjlo<iflally, 

a) On 4Pl/06tboh lillladto-apn><luctlotlmpll-lna-._lalot.lloNu w/ _ _,.,_ 
=.~005'W¢iMidomllladaalloioi)IOilol'lllo-lc>aorym.,.-...uc~llad"'-. 

b)On412A/0611Menn-...-to----------L«W506S. 
c)On519106llleftm-UII&blato~ __of_____Lot_l. 

~ATION11 

Quar"Y auclks _....,_odiO YWUY-tlle qll&lllr-1•-lnMIIIIlna,......qual!ly &)'...,. ~ 

Spaoll!cally, 

IS) 	 ._ol'tloalm«aa!AIIdlt&ekochdo--lllofi.,.lw...,............, Of-llakada......., ......., 
oflilolt """'''o1ot hulllq­

b) 	 noen."- ...-llfO"oduru-.,w~bJ wtucb ..pt>~~<~r au<iihwill beccodi&<:ud. 

c) 	 n.oennbu~~~Vtror1~=:.:~:~t_;~
d) 	 c-otJabc-oupplitnuood .. _ 



oll6!toda-. For ......,Je: 

-LtbA_Iul_OIII2111M 

·llapplirA---ORIIIIIIOI 


In tddllloo. t11o lul~~~- -oi'LOB __._..... ..,121lJ2003. 

OIIIIBIV'ATION 11 

~Uve....- ..... imp)cl•l•e.$J0...,_1bd......dtmtp.oradw.-...~to~Mnotoccut 
durin~ badlioa. 

Spocificolly, 

a} 	 No docwolnwion,. iQ~PMioft.IUII!tt. or dMckHa -.MDNkh.t ar~to:.,._..that-~ 
"""''''IY~IIal-pmducl_ 

b) 

Appraplialt 4eoip,..........., pl.-llld 1••1111-ofmm•6couloa.........,. .,.,. ... - -·
...........y. 


0.. 'JI%7101i doolll, ""'~~'~"'~.,..........,flit_ tbatan-111 pnwlncrioa """~ i•dl-,......Milla lhtlvllla 
--wblcl!•-l•le)'«of•-~---· Tl!elhtlviiiJuol< ___.._ ­
hfZl ~ ln OQibct with tbl IMNJfiCIOiiq fOOIIl tlocr. 

-IC!Ivltloo,looludiDJiht-lllldlad-,.,_...-..UY!!Ico,-..,.---· 
l'DQIBE1I Pll.UIMACI£11TICA1JI 



oaultVATION 11 

lbllowM!brlloo.-.. oad --oteq.._ IDcludU.......U., UJOd intbo 

maaur.aur.. pmcee"na. pllddftl or ......ohdrua producl. 

Sped&ally, 

OIIIERVATION 11 
 
 
 


SpocUicolly, 

Tho oumnt ualytlcaiWt- !br OTC ........-...... abllity-indic..... IO .,..,.._....... or....-lon ... 
Olbw b:npurili• chit may oxilt Ia such productt. 

OBIIIWAT10N17 

Employoa.,. 001 """'mdnlos illlloo pon!OIIIoropenlionollooy porfixn• u pod oftbolt luncoion. 

Spedftcally...f~widaia...-.operadonJ haw not paniciptted in~ ftlla. u per 
SOP* 90-161~ •v&HT.iiOri Of..\NPdc fill~ caan the opera10n nmWa auTtaiWlibrtWvant llltabUibcd 

cGMP1. 



OIIAIWATION 18 

Tboro .........-........... Ill< u..... ....,.,....

 
-.,., ....... quollcy,llld porlcylboy_.......,.-.. ­


lflli£ully,lbore ...... i!piiOIIIc-,_.... il>rd!em..l _.ol'"<lmlcllaodl.uioa-.llll- ­

ClooMI-1> lln>IIIY,IIIvaQplor 





OBII!RVATION1 

Proetdurel fbr COillr'DIIiftl the stonae ofprodUd: iD ~tpr.,e IRIU and 11odc: rooms wwe DOt ..Uiilhecl to prewat mix-upl, 

Spodllcally, tho 11rm ..... aotiDOJiitortho._or~~~o--atho dlaribulloa -.lhhouah proo~uco 
,.,..,.._ -'II• !lilt pn>ducu llhould bo otcnd otraam -........ For-It, lliNu w/Mai-.LoeMuJri.""­
- Ulda.Nu Mlblplul-..._­

OIIII!RVATION a 
Plocedu* haw aat ben dowlllllllted to prevent ~of-.p&ipmut or product by cenaia ........... 


Spcciftc:olly, lhc llrm d_IIOI....,. -.blillled procedumor..- fiwc:lluUqllll ..... «PoclntPII& 
ipmont in lho d.__... Do 3122/C6- Coawai- l'lcko,Loc AC6050..,.. ~ pookopd oa Uno 
Twllvt (12) oz lliNu w/ MuJti.PurpoM Sokllion twia ~ wicb 2 oa. a.Nu wl MoilanLoc, La1 

C60JS .... lloo llli"'pocbpd oa UDO .. Tbo ............ oqui,.- iDcludiojj tho equipmeat ....,;,.., 011bothlinlo 
wu dirty and dluty. Additioaally, the ... peckqlq 11'1& Wll Ia .... ofcleaaiq . 



c,_,.D.~Tnw-.-. 




