
Public Heallh ServiceDEPARTMENT OF HEAI,TH & HUMAN SERVICESt"..e
Food and Drug Administrâtion
RockviJle, À,4D 20857

S C O R À  S . 4 .
At tn:  l r4r .  Jdcques Badài-e.  Ceneral  Manèger
RUE DE T 'USINE

62132 CAFFIERS, FRi \NCE

PTI-5æ9: I]
TltLê of,  Subnissiof l :  Granu]ar Calcium
Scoral i te Low Lead DC) aB manufactured

Holder of Subl l t ission: Scora S.A

uear slr / f lâoam I

The Food and Drug Administrat ion acknowledges receipts of the fot fowing
Drug Master Fi le (DMF) submission:

Dri lF Nunber ÀÊslg l ledr23375 Date of  Su:bniss ion:  December a ,  2oo9

Carbonate {Scoral i te DC
in Caff iers,  France

and

Subrdttsed by: ICL-IP America Inc.

Àgent(ê) |  ICL-IP America ïnc-

AI1 subsequent correspondence to tshis DMF shoufd be idencified v,itsh
the informacion as provided above. Submissions to the DMF shoufd be
forlrarded in dr.rplicate.

Your DMF will be reviewed only in cornection with the Nev, Druq
Appf icatsions, Àbbreviated New Drug Appl tcaEions, rnvest igat ioial  l lew
Drug Appl icat ions or any DMFS iE is intended Lo suÊÈor.t .

The holder.  of  lhe DMF is responsible for compl iance ui th rhe
Regulatsion Ti t le 21 Code of Federâl  Regulat ions parr 114.420 âs
interpreted in ' .The cuidet ine for Drug Master Fi tes..  IHEW (FDA) 79_
3072. www. fda. govlcder/guidance /dmf .  htsm. you are expectsed ro:

. Adhere to the staÈemen! of the commitment you have provided

. Provide !o the FDA by sutrmission to rhe DMF in tswo copjes

* Ànendments to the DMF_ The ll'pes of infonnatsion t.o be
submiÈEed in an amendment incfude:
> any change or addiLion Eo the technicat infornat ion,

adequarely cros s -  referenced to the dare(s),  wolume(s) .
s e c t i o n ( s ) ,  a n d / o r  p a g e  n L m b e r { s )  a f f e c r e d .
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F any change in authorizatsion relaEed to specific customers

> any change i. holder name or ownership of the DMF or a
change in the agen! name or address. Such changes should be
reported as separate amendments.

.l an annual update of tshe DMF containing:
> a f ist  of  al f  changes and addit ional information

incorporated into the DMF since the previous annual report
on Ehe subject mal ler of  the DMF. I f  the sutr ject mafter of
the DMF ia unchanged. provide a statements that rhe subjecc
rnattet of the DMF is cutrent. Note tshar Ehe annual update
is not intended for reporting changes to the DMF. Such
changes should be reporred âs separare amendmencs.

> a l ist  of  al l  persons authorized Èo make reference to the
DMF, ident i ty ing by name (or code) rne inrormarion Lhar
eâch petson is authorized to incorporate and give rhe
locatsion of that informatioû by date, volume, and page
nunber. If the lists is ulxchanged on Ehe anniversary date,
Êubnit  a statenent Ehat the l ist  is currents.

> ident i f icat ion of any party $rhose authorizat. ion has been
r,/i thdrav,n

Sincerefy,

Sharon L. Bro&Trevrelf
Public Healtsh Analysts
Manâger of Drug Master: Files
Off ice of Blrsine6s proceÊEing Services
Records Repository Team

AtÈn: Dr.  Andy Chen, RÀ Director
1506 Blue MeadoÙ Road
Rockvif le,  l4D 20854


