
NOA 214HI ,.... 3

'iiii·ii·iiii.·.•··i·i!i~·.e!i.~····.Wi...:.··1&.·•• i7iiiu·iii)••·•··· ·~;_ii··•. ij!;siii-~.i_i:iiLr :"::1,::'.==::.:::=:JI
CMc:k .-.E.) MGt fGrwhictl ,.rIIIy__c- ill "' ):
Nf1te: If,.,...,. iItfIIudft",....". .......".....",.__ iII·.......,.,.-(/It ..aJ.

" •••!ftC.~ ........,4.-.);.

tMldmum Net.......- NIt"'~.........
~

...........,
....t

-
1""'.

'""

o

I""...

_ ... IndC.lid ·C.....' (lct)? XNo;OV..
Ale.. iftdIc:"'d (..) an 1 ' X No; [J va.
A.um(.)fwl'•••h vlfC c IIIY MI8ve .....,
jut ):.-,. :

X NIMD•••" i1.WlDUld .,~ I. :
CJ DI II ....
X T ' ......
[j .OtIWC.· II - 1;-. 1):___

• NeI .....,. .....-:
C net """*'OfuI"'P'"...ever I .,••U ..
' pllld.in .....,IIIift(.)AND lIilltlUly"'" rof,.l1li 51"'. In ...,..... r1c....'I.r.nt.). .

t.......,. :
o "*.'•.1" ,,, (,...,., .

..,...., _ M •....., intJludMiII )

o 1 tMl WiOUI&t P.III••~••••u (Nete:1f
.......,.".",..., ....,. ll".,• .....,., )o ....., ,..... " .

. (NIfIif: , fII/IIfIIiIY __-_ ..,",., )
" ,...,...... tIItII:
.0 AlplelM dIInaf n , ,.••••.,-

. ' 41••••) CMr*: A".,a,I - IJIiIy .....,.••'* 11 t All ,., II*fJ#II..., ..
...................... 4 .,.' '1 _ ".,..1'" ,.....,.RIM" IIW#IIItIeTItI ,,)

X.... I.IIIOft I .....
_ ..., ••••., VC.....,.,.., ·,.. IIIIiWM _ .. If} .....
....."""".. ....,{II. "' e IWIfWIfC '- ",,,.,
T_III,.I; 121 __..IIbdt*_~ dIB ...
".,.,. kA........, (3J a' ,.",. - ..
-.."" ,· _ ,l•• , (1..,..••' "e f4).r.· "..•..., ".
III ••Ii..at".'FJ. ".,NIIffiJIe".,Me., ,.,.",.__.,.b-'.'IIPi_..".,..

.,......~QUISl.... ftMSCMI'An VlAIIM&(.' Pmn......AT..."..,.



N&A21...18

~~

I

CMc* pecIiIIric~.)forwtlieh peell" .................. (.... iA.......,..."....):

.........DeIIwraI

...., Need
for ~....

~fJ"'" ~$IIftlVer
1ftAtIuIII ....,0811

0IMr.......
R••••n
(.......
......r

• _iNJic (.-.)---.-(IrO"
,.,....JrMIiC_ tallcMt}...CDft'1......,....'

ONe; ov...
ONe:Cv...

·OtMrR••••m_

:::=::==~ .:t...:..--:::.."'"....., .,,. ,,, ., ..
11 ..,...-an:""""'''.""."".,.,·.""", IM ".".. In

::.··:~!'-.=:tI.:.",. •..••~ "."..". 1..__.." ..
...;..~.._ _ t...,IG .,.,.,.....,.If.,....~ ..",. .K.." ",...,t , it .tII/IIIIIfIW• ...,,,,.,........,....,....,."..............)

1f..",.." tt ".1tINe ...",,,...,llIIMts "..,..""". it..",....,.,..",., II,. ,..,fII........".,. ,.



m.d".... Pel'<: ......AI.........ferM

"'111""".Nee

NeO
'0 AII ......~ oyr. 0 rne. 11 yr. 11 me. V-o

Mi 1M1rIdc•••dilge ,......( ) -wwtCkI)1 xNo: Cl Va.

Ne 1MIftdIc.eld...__( ) C!)ft T.., ' X No: 0 Va
Nt*; 1l11ten1 ..no""..,., ~ Ie ..".,.,.,web.., ..,..•..,..
...,...., "."..". .. ."..,......, "net,."..,. ",.,..f1..".,..
".,. ,..

~,... *._........Ii.rylft..,...,.".~~.....)....~ ..
~,,~ ',.,~rn..~.~~~~~

.. c: •
c..

. .~

.... IrMII....d C..) ( )? O_OV...

....if.1lu•• d ( ) onT ' ONo:Oy.....,... ft.,.. "...·.,."....,.., :Wau• ..,.,..." ...... ."...1I'_" .?'8fIUfJ fit ·."' ,...,. '" ....... ."".",....._ ..,... lite IWIf/1Me,.. ••".". .

",.;".. ., , " ...
__ fti ,.,.,.",., (tJ file. •••••...,..,.m .,...
,...", _ ,.L1lI IiJ ., ,.,. ....i_ ., ., ., ., 1IItI1IfJI .,..-ry,.,... ' " " ,.".."...,~ .
......AU..,. alWA,f."fY8OU_VIA"""'. r.r2......AT "...,.



NM21..'.
~_..,...... IJIt*the ......."."".,.~

............... fIGt ..., IfttMfoIIow:nG tJ~*) .....efIk:acy.,. IDe .
~ fftDm MIl... eentrellecl oIIer.pediIdric.....lIaIiMI:

~••.ICl1MM:.
QI1ef;""'­....'

x

-­
'!'!!..

i"'t
U

cMyr.11 .....

._~...... me.__ yr.,.,.,.,mo•.

oyr. 0_.

1~·_rM..

AI~·

.~......,.-

x
Q.

Na...~ (--) OAweifiJM(tce}? XNe:OV...

Ate..~ (atIeYe) CiM'I ,. ' XNo: 0 v•.
".. "". w,.",...,.. ..". .,.........",.,..",.,."."",.,.,.,. ",..,.,.,-- ey,. ...
Itt.,..,YfJIII' ........lit"""~I"~""""""""""""'" "..".".,................ -

'**:" .."..,.,.,. _01",. .....
lite.~ "...1tWIWIHI lit MyperliItfft.,...""'"__ .
1I..........mtIt....".... ....,,,, oI....~
.........."...".,. II MtItIIfIIJe .",.,._., fIIlWfItTI ..
."",.,.,. ,.,• ..".by1WfC.
_,... WM lIlfetldby:

tsef.".ndtHJ ~
~".,...-".II.ryPrQjact ...~··~·.....~··~NIr~··...............--------

,....11:"..



I . J •"* Ie.....161....... ., cIt rei.., d ......,..,.............................." ....
. ..' .

/a'



C......Odc....O.2$(j......,DlnIl'§l"·~."I'"

Debarm••t C.~1t .'

:.. -..

~SAJ..VAT,S.A.
. NQA21..t'_

LabcJndoria SALVAT. S.A. .....,~ that it di4.aet -.1 will DOt UN ita.y

...., the IIfVica of.y,... UBdCr.~306.of" Fadcnl Food. Drus
-_.... "'--~- ~_.. .....: A:" N nw.•• .A._I~1- C· ft .• ~-_ '-'-1"- no- III~ wna UIIlI .ew .......~ MJI" IpfO OXMlll~

Solutioa 0.2%.
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Dear Mr. WotzIk

..... ref_to youi N..DNa·AppIieIIicIa (NDA).....9. 2005. ftlCCivedJuM9. 2OOS.
salimi..__.....$0'<'&) of.. , ...Feed. DNa. adCosaIdc Act for CipJofloucia
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As cmcUued With you, dao foHowiq ".,..,..CSIIiICiaI for appnwal ...... iclenaiW
for in.....11leII sills ....... ia __ ofprierity.
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