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US FOOD DRUG ~61367E!Eia5, "P ~,,? 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG AOMINISTRAnON 

DATE(S) OF INSF>ECTIONDISTRICT OFFICE ADDRESS AND PHONE NUMBER 

555 Winderley Place, Suite 200 08/2S~09/05/2008
 

Maitland, FL 32~51
 FEINUMBER 

407 475 4700 (Fax) 407 475 4768 1047582 
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Raymond (NMI) Stadnick, Vice President, Quality Compliance 
FllUoC NAME STREET ADDRESS 

NBTY Inc., dba NBTY RexaII Sundown 901 Broken Sound Parkway NW 
TYPE OF ESTAaLISHMENT INSPECTED CITY. STATE AND ZIP CODE 

, .' 

Boca Raton, FL 33487-3528 Dietary Supplement Manufacturer 
, THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATlVElS) DURING 1)4E INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 

OpSERVAnONS; ~D DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR CC?MPL~ce. IF'Y9'J"HAYE,~ ~~EC~ RE.QAN)IK.G:~', < :'~'I 
' oa~,ERVATlOH."OR HAV~ IMP-\,;£MENTeD. OR PlNl TO IMPLEMEt!IT,~()RRE~';ACT!ON IN REB~pNSE tp.A1'f.oa~.~Al10tll;-"'f!P!J,~~;(., . U~J~i f '~i:. 
: 'Q8J~IO" OR Ac:rJON'wITH THE FDA ~EPRESE~TATI\!.E(S) D!JRINj),llfE INliPECT!ON.QR'SUBMIT Ttf~ 1N!~Tt~~~~~'tE'l'~: ::*~:; -it'\;'

: ' Vow ~~ ~ QUESTlONS. PLEASe:,~ONTACT FDA AT ~E PH,ONE ~"'M~~R AND AQP¥S~ ~9VE ..,'" "~ , ' ': ..?:~;.' ,,'k. ;";i}'~~{~),~;"'i~~,'::i";~ :'~47'. ~ :~ i'~. 
:~~~;~<~ ~ :j~sp€ci,~ O~';~~R ~rR~ '(i) (WE)O~~~~D: ':}' --:,:.- -.:<', '.-" "': :"~:<':', T : <:-:.:. ,.>:', :'., ,,:' ::.'~; ;':i);!! .~..:~~A·~::·~/~~:\', ~#,.~,;1<; "'''',b 3' \1 
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OBSERVATION #l .", :.' -, 
.- ," ," .,.,-,,.:". 

~;:~~n:O~.::k~o·:~.::;:.=~:~~;t:~~::~~::t~:rd~~:t~:yu::~p~~::;~n~':~~:~j~*~i~'~~;~~iit:l[~t~
 
Specifically" the last entry by the ~per.tor on thecleanir~g log for theSQtl,l~i,o~ ~#,,'pltCXif\\~t Y:,'l:J<' 
was elilted 7/26/2008. Coating $olut1ons 'were preparedJ:outinely ,.in t,hill.J::.QQ.m·~it.l!!i-:(:"'/;-{iif.±~~"~:r~k1~~> 
7/26/2008, for example as recent as 8/27/2008 (for Lot #239609) ~" "" ~"""~>: :,,; :':'~~' ;c 'J',;~~F~}~~' 

:...... . ..../ .. 

OBSERVATION #2 '-.:.' :,." 

contamination of dietary supplement ingredients. . , ,,"', : ,'".,;, . " " " -:',< " " ,'" 

.. ".. '~,~" ,::': ": ~;: "~': .'~';"i'''~,:;, : :l····~· ,~.... 
Specifically, . , -'.' .: ",:

':1:' .: '. '. p,. ' y(~' 

:l'£:~~_:':"~ ',,:~. '1' ; • 

.) Your personnel did not wear outer garments in • manner that 
contamin~tion of dieta~y supplement ingredients. 
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Specifically, records for monitoring 
Weigh'Roomdo not include each parti~l raw 
eCiuipmentused. 
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': ". '.:'.' .,.;'... .
, OBSERVATION' 1#3 " 

Your personnel did not use hygienic practices to the extent necessary to protee~~g.:l:nB~-c."f"':<" 

. "~' 't":',,' ..:,,, L 

I~SPEcnO,..AL OBSERVATIONS 
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... ~, "~'.. {:;.... : 
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DEPAR'rMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

555 Winderley Place, Suite 200 
Maitland, FL 32751' 
407 47S 4700 (Fax) 407 475 4768 

DATE(S) OF INSPECTION 

08/25-09/05/2008 
FEINUMBER 

1047582 
NAME AND TITlE OF INDMOUAL. TO WHOM REPORT IS ISSUED 

TO: Raymond (NMI) Stadnick, Vice President, Quality Compliance 
FIRM NAME STREET ADDRESS 

NBTY Inc., dba NBTY Rexall Sundown 901 Broken Sound Parkway NW 
. CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED· 

Boca Raton, FL 33487-3'528 Dietary Supplement Manufacturer 
THIS DOCUMENT llSTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE tNSPECTIONAL 
oeSERVATlONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN DeJECTION REGARQlNGAN 
OBSeRVATION, OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTlIIE ACTION IN RESPONSE .TO AN Oll~EaVATlo.N.rqv~QISC;U!!"~~' ~ 
OBJECTION OR ACTION WITH THE FDA REPRESENTATlVE(S) DURING ~E INSPECTION OR SUBMIT THIS INFORMAnON TO;~.;t,T.~f;.~D~S$.~()VE.:lf.;;·:"t:;.:~': 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.. . .. .. ..;.. '.;~>'(;.: ,'. :.:,..:~~< ".(' ;,::~~ y.";' i·~A!'·; ':},  . ., ,". . .".' " .;': ~:; ·:~t: ,:~:'; '~:':~'!',:'~~.>: ,:,':~·;:':'~:~,.h~~X~·,~·,~i 
DURING AN 'NSI:'ECTION OF YOUR FlRM (I) (WE) OBSERVED: 

OBSERVATION #3 (CONTINUED) 

'.,:. 
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8/26/2008 an associate staging raw material for l:11ending dla not., wear L·:d: ..' 
While scooping bulk product RM 239550 into a container . Her s~iX:~ sleev.$ 
direct contact with the raw material. 

Blending Room: On 8/26/2008 d

,'~' ". 

uring your blending process of product IC 31~61621 associates 
touched drums, outer bags, and box cutters the~ filled the hopper touching raw material 
without refreshing gloves. An associate 'knelt down onto the raw material (without wearing. 
protective !=lothing) and ruched' into the charge screen to,' push ra~·iii$teZ:ialr thr'pugh·,it1nt~ 
the hopper exposing the raw material to his bare arm and shirt sleeve '(nosieeve p:roi:ector~' 
were worn) . . :..',. ,." . 0.:, .... 

Weighing Room: On 
sleeve protectors 
and arm came into 

uo ruuu Ut<UL1 5613678685 
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b) Your personnel used gloves that were not clean or stored in a sanitary condition,
 
B~ending Room: Gloves used by the asso~iates were stored .loose and unpro~l!cte(t.,?ri.!l:tabi,~.;,. . ... (
 

covered wi thraw material dust. ....: :\;. ..
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SEE EMPLOYEE($IplCiJ'lATURE • ...
 

REVERSE,? J·(".i,...",(.j.,..-./~.... l.ll·_ ~t·
 
OF THIS ".f t, . ' .


PAGE . \ . ... . I (. . ~ .,. (....A_ .l·'l \".; . "' ..... T t·.. ;,....... _l.. ~ t· • ,- , .... ,
 &·ll~.·,\N j"I"n.-l"(I·'·w;k,~ .\., ~{' 09/95/20'08':.-.".:, .,:.:..,..>:..~ 
FORM FDA 483 (4/03) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS ····PAOElbl':-..£.:.PAGES ·,.il 
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