- DrRosalie Angeles : - October 17,2000
Consumer Safety Officer ' S e 5 o '
Regulatory Policy Branch

Division of Product Policy o -

Center for Food Safety and Apphed Nutntlon

Food and Drug Administration =

1250 C Street SW, Mail Code HF S~206

Washmgton DC 20204~0001 it

Re: F AP Petltlon #9A4155

Dear Dr Angeles;

This further to our SumeSSIOIl f September 25“‘1997 regarding the ava.é'named f06d~add;irive |
petmon and your recent requestﬁif date EhEs SR S

We have been in contact with the manufacturmg QC manager in France and he has reported that
there have been no changes in the manufacturmg process for the i ‘

original submxssxon However, the raph of their p
refers to the European Phazmacope' 3" edition,
originally submxtted A hs’cmg of th

Importantly and more to the pomt
of the petition, as subnntted

[ trust this will resolve any and all 1ssues remammg and penmt ﬁnal appmval of this petmon

Thanks for all your he lp m th1s maﬂ;er

]
H?

Sincerely,

Robert G. Burford, PhD‘, F A C. AL
Tox1cology Consultant to ;
Gattefosse, Corporauon .

ce. Mlky Hahn, Ph.D.. Pharmaceg ”al Techmcal Manager
: ~ Gattefosse Corporation =
Robert Wlsmewskz Presxdent attefosse Corp

enclosures - CREEAEES £ 80 T i e © gf_fap 10170l
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ACRC P.O. Box 7299, ‘mton cT, 06897 7799:1;~f[’éi"2:,()3‘.562'.209’7:7FﬁngZ{‘)}j’,l/Gf 8981: Email rburford@home.com




: GELUCREFBApeﬁnonasafaodaddmve '

a. So!ubiiities opean Pharrnascxpe

cope )37 Edition

, ,ench Pharmacapena. 9 Ed, 11,
copefa, 3' Edltionz

b. Actﬂ Value

c Sulfated Ash: CHANGE (Fr ch ",acopexa 9”’3 L1 2
Total Ashes. European. .hxrmacopeiv 3" Ec

,d Sapouiﬂcatwn lndex C}':MNGE (French Phannacapela 9“‘ Ed _,fH

o ,2808) to
Sapomficatxon Value, “uropean Pharmacopexa, i Edition 2. 4‘16 :

e. Melting Point: CHANGE'

”’7‘:aoopexa, 2" Ed, 1, 1980, V.. 4yt
European Pharmaco ;

3*‘,’- ,E’dmon 2. z.14

e

i Iodme Index: CHANGE (Narme Br ancaise, NE. 'I' 60 203‘ Dec mber,1968) to
Iodine Value. Eumpean_ harmacopela, 3" 54 '

arrnacopeza, 9"‘ Ed,, II. v79a),tc k
V,hfarmacopein, 3‘ Editzm‘a 2.5. :

h macope:a,.;lfo‘h Ed) to -
,Pharmacupexa, 3"* Ediﬁon 2 5.3

- Free Glycerol and a~Munog

rid CHANGE (Frcnch Pharmacopeia i(}“’ Ed) 0
European Phar__ ein, 3 .

Edmon

k. Alkaline Substances CHANGE (French Pharmac ia, 9"
. Alkaline Impuritiesi Europeaa Pham ; , 

L Heaw Metals: CHAI\GE (Frem:h Pharmaccpexa, 10‘” ij -2.8) ¢
: European Pharma,_fpe:a ,j":“; Edition 2. 48

m, Arsemc CHANGE (French Phazmacope:a, 1o Ed V.3, 2 2) tc :
Puropean Pharmacopeia, 3" Edition 2.42

n. lnfrared Spectrum: CHANGE (French Phamzacopem 9"‘ Ed II ,."44, V.16.18) ta
Infrared Absorptmm. Eumpean Pharmacapeia, 3r Edmon 2 2. 24

20 ¢




o PolyethvleneGlycols Ck ANGE (Fren acopeia, 9 tmn)to
‘ Europenn_Ph a, 3 S

p. Fatty Amd Composxtwu QHA Eto
: Europenn Ph vein .

q Retraetive Index : CBAN E (Gattefossé
European Pha

5 \'lscosity:: CHANGE
Rel‘atfv\e,

t. Impurities, By-products (l
‘to European P, rma

CH NG‘E (Fr; @:Q??‘,ﬁgﬁitibm 1. 3248)
,.\.efa 3" Edition G PR

5.5 Resid ues

‘THIS CH APTER HAS TO BE CHANGED AS F QLLO‘W

or290 kg iron dzums :
Solid Gelucire are packed in

: l‘e-n'e ‘/ﬁ@li@ﬁ‘iin\um,{ o
)ol,«cstenhenmsealed bag o e TR LT

10 or 2@ kg cardboard box thh a peiy

The packaging mater xal is tesf

in meyqpégmy, con:m} 'Iabéya;tpry prior o use, It will in no.
way adultcratethcprodu L R S L B

B Wd 20:21 - NOW: 080222051



