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t&l Assessmem (EA) was
i ;terf conec;ivelyrchmd

ncnon w1th wiuch rhzs Envxremm

,'Gattgfossésﬁxdpigms'am ah:eady s, pil k"andhqmd formulanomh '
harm oducts. For. e, Lab .‘;sedmomlfoulammm

¢ ing ude the Mulnpurpose Food
di lycerides" (21 CFR §172.834)
\ .,‘21 :CFR,§ 172 854) and the GRAS Food Substances,
or oils, or cdxble fat~fonmng acids"” (21 CFR §182,
;45()5) » e

An FDA~sponsored telephone survey'
glyccryl behenate as an excxp" " nt n/mineral
40% of U.S. consumcrs over 16 year of 2 age mgatst
- median intake is one supplc" ! ; day A total o
: ,posnﬂated although this is likely 10 be an ovemsnma :
these estimates, calculanons of the hk:ely exposure of C
glven in Item 6. . :

It is likely that a propomon o 1
(glycendes) would be absorb
- which act on namral fats and

e potenual u. S consumpmm of

ts. The survey estimated that

flement per day and that the

n consumers in the U.S. could be ,;

population over 16 years. Takmg i
ofGattcfossé Excxpxcnts are

Iy vi ;fatty acid eSters
ys:oleglcal mechamsms

_;_,\mﬁtabohzed by individuals consummg vnamm or
Gattefossé Excxplents would be excre ted and require dxspﬂsal
via sewage systems In the U ed es, this would most likely be by local POTWs. (Pubhcly ,
Owned Treatment Works). The : ts,oﬁ:the;v,e;frma in any one area would. notbe
large enough to have a. sxgmfic ‘ t i pact on thc ‘wast g treated. Calculations
detaﬂmg envxronmental cxpos  to t tures as a result of the




b Trade Namw B

- p= 01035 L

s Ident:ﬁcatlon of Cnenn&l Sui

5.1 Name ofFood Adxﬁ '

a. Chermcal Name , g ek s
 Glycerides and polyglycxde' tty a ds of veg
(see Table A-1 for hsg of ' px'ese‘ tauvc capo;md'

The Gelucxre group (vanous typcs)
The Labraf' I group (scver
- Labrasol, Labrafac S
(SeeTable A-1)

52 Chomicatdmtity

a Snsu'ctura;,pamuhé; £ .
R’ -CO~O CH; CHz [O-(ZHZ-l»lz},,—tf?)—CH2 CHz-O.Ci

.[R* CO-O],; QHs - {OH]s... glycendes)

n=1t3 SRR R e
‘RandR* = strmght-cham fatty aczds e
R” =either Hor su'axght-cham atty ac
~ b. Molecular Formulae ' e
~ Not applicable since. thes@ p ' ures B
c Molecuiar Wezghts R

- Range: 42510 1160
' (See Table A-1)

53. Organoleptzc Propemes

a. Appmrance - b. O ‘dnr ‘;c Color
~ These propemesarchsmdm'l‘a.ble Af ; e
*Color RefertoAppcnmxA j alMezhods] 1)

(polyglycides)

fan odor and creamy white in color (S 5 on the Gardner
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Yy Or s salids or kqmds‘ ,Thc fhavc either faintor
‘ ‘fre cream calcred solids to o yello hqwds (Colorss on the

- charactensnc odors and"
Gardner scalc)

Labrasozlfand Labrafac y : ‘;9, are clear yellow lig 'ds; with famt odors. (Color < 5

| TablesA-2and A3, =
Anaiyncal dataonseveral IS 1or repres
v.-parameters descnbedm

o Solubmnes =
~ Refer to Table A-18 for solubilit

The analyucal thod !
A2, AT

| , ’LNO’I'E HLB (hvdxophmc 11poph1hk_:balance) valu]: » edusmgtheanﬁthformula
HLB = 20[I-S/A g | "

whcre S Sapomﬁcauon Index and A Ac1d Value

b AcmValue o
<2 mg KOH/g (Refer 0 Tabl A 2 and A-3 and Ap
(French Phannacopela, 9th___ Sed o

c. Sulfated Ash

<0.1% (Rcfcr to Tables A-Z an‘
(French Pharmacopela, 9th_E | II:

d.Sapomf’ ication Index .

 Units:- ‘mg/KOH/g (RefcrteTibl 2 and A-:
f@mnch Pharmacopexa, 9th E‘ 2% ; ).

e Meltmg Pomt : i
IUmts *C (Refer 1o Tables A-2 and'A"S) by
Drop Point Method (Refer to Ap v

‘(European Pharmacopeza, ,Zn




B ,g.WaterContent i
 <05% Referto Tables A- zand‘ -3 an
(Noxmeangaxse NFT,‘“_ﬁS _ep

- Units:- meq Oykg (Refer 0
-~ (French Pharmacopcxa, 9

i HydrOxyl Index

i Free Glycerol and a-Monagly rxdes
' Umts - % (Refcr to Tab}cs '

Umts - ppm NaOH (Refcrt
, _~(French Pharmacopexa ch Ed

L Heavy Metals

’ m Arsemc .

f Iodme Index -

<3g I,/lOOg, cxcept for
Tables A-2 and A-3 and
(Nonne anc;axse N’F‘ [

:.h Perexxde Index

Units:- mg KOH/g (Refs
(French Pharmacopela, I th,

(French P harmmpcla, H Y S

Alkalme Substam:es

<2 ppm (Refer Tables A-2 nd A-3

. Infrared Spectrum | .
(Refertof’igures A-1 throughAt 4 d Appendix A
(French Pharmacopela, 9th Ed,H 334a,V.16.18).




o Polyethylene Glycois“ o
The polyethylene glycols
French Pharmacp
glycol i in theproduct, are shoy

b Fatty Acxd Composx jon
" ‘*Thefatty acid composition of te
£ .shewanabies A-19an, -2 T the procedt
referto Appendix A, 16 (Norme angaise, NF

Esters, Analysis by Gas Chmm ;graphy, refer to

60-234 May 1977) e

N ethyl Estets Pzeparamm,
1977) and ii) Fatty Acid Methyl
, -(N Frangazse NFT

o q Refract]velndex LS SRR e :
~ (Refer to Table A-3 and Appendix A, 1 ?’{Gattefosse Laboraxofry Mcthoci])

',,s. Vtscosxty , e S
(Refe;r-,:to‘ Tab~1¢;.A-;3 and Appendix A, 20 [Gattefoss

, t, Impnntm, By-products (hm )

Exther none Or traces of sodi i
reacuon vcssel dunng man
Any Impuntxes which may'fb )
“emulsion of the product in wa
Pharmacopexa, 9th, deu

1‘3 When theseare addcd to the -

. t.lofthe pH Qfa 10 permz o
bed in the French

55, Resldues
sol are non-corrosive and

Cﬁrdboafd,kl’aftpapﬂr),&nd
are supplied either by

T . 'l;iter @o kg) sizes.

rger quannncs such as 30

Occaswnall ly, a‘pfbdﬁéi (cg Seluc
liters (25 kg) or 223 hters ( 18 g); : v :
The: packagmg matenal is test m th‘ ,,;quahty contmlglaboratory pnor to usc It wxll in no way

adulterate the products - b nal

600104




. descnbcd in th;s ;

" 'Gattcfossé  Excipients.

Glycendes and pclyglym‘ \ G ‘ttafossé Excxpzents),

& ,;only ribncondensable gas,
ctions take place in vessels
‘, atomzzers used in the ; proccsses

¥harge Ehmmat:on System

| filled Wlth mtrogen Fm'th

- None of the water pollutan'

_ (NPDES) permit would

- Gattefossé Excxplents (40
which has been. used i in equ
starting matenals (pQ ye

- (mixrures of polyglyc

The manufacmrerstates:ma; 10 harm 10 the envir

 The manufactunng procsss is car
~ environmenta] pollution. T
: »Francc Isas foHows :

nch Laws covermg o
ble to the chexmcal mdustxy in

~ Lawof August 2, 1961, relating

- Decree of May 13, 1974, re__,
thermal energy; L

- Council Directive No. 843‘

‘atmosphcnc polluuon deriv

i Workers Code Subsecrmn 7, Sa;u,f'uon Amcles R 232'

U The i mcreasc in manufamure of ,atz
would occur 1f thc Foocz Add1 i
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] ,"Etmronmentat Impact 7
 Excipients o
Thepopulanon of the Umt,

| The envxmnmental exposure has! been esj_'[ m arder to pmvxdc two types of mfommnon' B

a) the enwronmcntal:" ’_p
b) the envuonmentala 1
Excipients.

Envxronmental Impact o

i g :wub Gattefossé Exczgxcnts, and
;use.; of vitami

The | cts arerounnely cen 1

| : and, if ‘the Food AdetwePetxuan e

formulauon mto pxﬂs j

~1argély sﬁbstmue for rathcr
nir eral‘supplements suchas

Containing Gattefosss

s stated above, from the

aged over 16 years)

! a fignre of 200 mﬁhon

and a maxxmnm content of 480 mg of Ganefmsse
;thﬁsc exczplems wouid bc R \

be consumed. Assummg
tire 14,016,000 0 kg will \,
FDA:hat?l% ofalUS.
vill enter POTWs per year. -
] h nﬂowtoTWsm?Slx
:;concemratzon of thc cxmp:xent matenal in I’OTW

sewage is treated in PO’I'Ws’,H7 i 0 .
This is equal to 21,893, ,000 1bs. The
10" pounds - per year .Thcref‘om the

- 000106




: cntermg pollutants, ap :
POTW outﬂow te th en

moxety of these cxc:p:cms
etabolic fate would be the same
; ,i’whng oxls, butter, marganne,

i Polycthylcne glycol monos ara polyaxyeth
~ of othe "rfattyacxds (eg ele

' '__polyoxycthylene (40) mo om the urine of hi f
- 90.2-96. 6% was fcundm the S




Geluc:m Labraf'ls La

i vbrasol (mfmmd to coifecuvei as "Gattefoss ;
Exc:plents")are , d b

?attcfossé Etablzssents, Sam :

Stimated nan of
i enttoappmxxmatcly l4x10‘kg

the exczplents in POTW
mncnxamounungto o
ncentration leaving POTW s

. one‘temh of that amouz: or 02» ; ] :
' amonnts calculatcd, Iow as tbcy :

,, sheuid remove any reqmre’

; : %
 The distribution volume of such
: Exapxents m non-PO'IW

‘Some of the polyethylenc gly
- sewage (Watson and Jones
19, Water Pollunon Item?

" “‘Book Series 2, Section

o018



8. Envxronmental Effeu:s ef R" eq
As discussed in Item 6, 00 polly
Excipients. Itis aiso assumed

the cnvu'onment as a xesult of

e .".Substances

il be released durmg the producncn of 'Gattefossé |
waste contammg thesc cxcip_icnm will be inufodn(?:ed into

nd/or mineral supplemcms The
mption of wtamxn/mmeral
andaother sewage treatmem

. acmd use and dzsposal Ievels the
excipients thcmselves have been shawn tobei mnocuaus ;n'a anety of feedmg studies.

Toxicity Studies Performed on Gattefassé Excxpnems
8.1. Ammal Studus Spansared by Gattefossé
8.L1 Acute Oral Toxxczty m the'Rat T

Tests of acute toxxcxty by or
Lyons, France L

A single oral dose of cach ] ! ‘fossé Excszcnt products, (Geiuc:res, Labraﬁls or Labrasoi)
was administered to ten rats ( males, ‘ females), per prode talevel of 20 g/kg body weight
or 20 ml/kg body weight in th case of the 'md at amb:ent tcmpetamxes
Ammals ‘were observed for | days nd
Wxth the exceptxon of Gelucn'c 50/02 d;scusscd ‘b
caused any. mcma.hty Ieadmg to the c@nclusxon that the
‘at thcsc ‘dosages under the expenmental conditions uset

Gelucire 50/02 was adxmmstered to tcn ratsata Ievel of20m g.-,af fbody wexght Smcc the
material has a density of 0.9 g/ml this dose is cqu;valent ) 18 g/kg.
14 days. One male rat died on the seventh day. ‘T;hefcxpcri_mchi was repeated,using a dose of 20 ;
ml/kg of body weight on another 10 rats nd a dose o ' body weight (equivalent to
13.5 g/kg) on a further ten rats: A one,male rat recelvmg the 20 ml/kg dose died on the
seventh day of observauan ffN e of the Tats receiving the 15 ml dose died. during the 14 day

, observauon penod. Undcr these e "ental condmans, thc LDSO fc:r Gclucme 50/02 in the rat

In addmon to the lack of envxmnmental effcct fmm the

-

e ¢xcxpxcnts admmxstcred
als_,may be consxdered‘ on-Tox

8.1 2 Chromc Toxxclty Study m Mice : |

A chronic toxicity study on Labraﬁl M 2130 CS was perfermed on whxte mice by Profcssor J
Bost of the Veterinary Schoo in 5Lyon France. Incorpara ion of this Labrafil i into the diet of
mice over a period of 18 months coverin gxﬁve gencrano re ms_no monahty nor was there
any effect on fecundxty | . ‘ L ,
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i ‘; glycol monostearate and
- as2 5 perccnt succistearin

inated polyols. Levelsasiow

- d;et is low suppoi’ts this s
" Thc Select Coxmmttee w :

dlscussed abovc.k ;
/ere not acutely toxictorats
chmmc feeding studies with

percent (about?Sg/kyday) o
hromc mxxc effectsmc 3

' oxysteann at the 15 perc
this occurrence was rc!ated n fed.
- With one exception, no biological ere found on 1
phosphate denvanves, or me gly ride citra
SEe avazlable Inone study[o " tox
~ of a commercial sample ide spha

- cell i Injection after 96 hours of incybati n
‘ VLC,,,wasestlmatedtobelm ‘

'maSe in embryo nwmhty f
4” mg/kg) at 0 houm

& study, a sa.mple désxgna ' ,f '
71-59," was found to exlubxt n

‘mouse, rat, or monkey hA er ur
~wasused. '

From thxs revmw the Select Ce m

dcmenstratcs or suggests
' d at levels that are now

000311




i ,'polyélm the total diet.. My

: 83. therature Revxew of T
The majority of safe;y-‘data
derivatives) have been ge

. firming ofbmad. The Fo

: Academy of Sczences rc v'c

or ~Iyoxycthylen: ”
areport in 1953 et B8

2 this publication,

iewed s yethylene stearates from 1953 -
;Ethrough 1959 and conclu , afety to ammals but domt :
_establish clearly the nmffec ‘ : ' ~
"i'These researchers mvesuga ted ch
.dxcts prepared at thc 0, 2, 5,3
s Compaunds tested wcre =
‘ S Myrj 45
, Myq 52
Span 60

id cmulsxﬁers,mrats mi ~
; 2}ycars ‘ : ‘

senate ad) was fedasa
comparauve contml : i

Significant growth depmssmn >C
or below. Adverse effects‘:‘ re m

?-';glevcl but none at l@v'j T
ales. The authors concluded
£ 18.75% non-nuriious
' 'feedmg level. Myrj 45 |
No effect on sumvai was

and Span 60 showed decrea
- noted in any cher group Her 4 |
ignifi ge fost ammals on the highest
,y}e than narmal

epathology, spccxﬁcaﬁy,
: of the study of Fitzhugh eral.'®,
Or ‘szand‘»mmors were found only at the 25% Ievel L

L conducted in rats fed qu 4




| spontaneous mmors msxng o
e ,thc ﬁrst pan of thls studf

: glycol in M}’Ij 45, rcpomed by he
stone formation.

~ These authors stated xhax the

weak carcmogen, but ra‘ 5

| ;’calonc rcstrxcnon Sl
: _A comprehensxve hteramrc

s éommxttee are
cd by thls comnnttee 1s

: The substaxices p@lyoxyath
| esters of the polyeth '

,' polyoxyethyiene (40) steamté d
19582’) It - may be noted herc

; v gty of polyoxyemylene (8)
C y ef :polyoxyezhylene (40) stearatc, the cmfﬁmant

v The average coefﬁcxem ef dige: bxl’
, fstearam was 80% and, for the :
was 96% (Oser and Oser, 1
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~ »excess Of any level‘hkely to
;the assessment of the

:"Although the smdmé
j polyoxyethylene (8) stearaj : the
difference between these tw

nt to 2500 boc
, nAs regards observauons;xnmani-th” mmitt
: f_steara was ‘administered to

n ’thylene (8) stearate fnr
‘ '~efT¢CtS (Kru i and van?Italhe, 1956”)
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_v 1L Alternatxves to the
 No potential adverse eny
~use of Gattefessé-Exc pit
- liquid formulauons [ 1t
~ use may actuaily be bencﬁcx L.
o Two cxcxpxents deely used in

f@rmulauon
over -both Iacmse and




, 12. I;its:t"Of'Preparers" -
1 AnneB Say1gh

il ,,Harvard Umvcrsxty, B A.
’Columbla Umvemty, M.A‘

: Umversa ':{of Newcast'lef& }p@ oche misry
London Umversxty, U. K,f Sod 5 ST
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13, Certification
- The undersigned official
i ;tothebestofthe knowle
 environmental assessment.

’t’"@ }Qvfm{?’ f




e : : E" ( "otes SectxonH S T e
Stewart etal (Reponf { ita ‘;F';f_'-f,; eralsupplementusc),l’ Amer.
Dletet.Assoc, ~

ical Toxiology of Commercal

3 Pryde, E.H, "Vegeiabl '011‘R Matenals""
,"WazsanGK and N. .Ion" (1!

Soc. 56(1979):720A.

Glyoenn and Glycc

' theHzalth Aspects of
Koppanyx, T.and V.J, “D

n ’stranon of d:acetyl tartam:
éﬁxmnmental ammals, ;

‘Jr Studles on;the Iong—term feedmg of
58):536-549.

» w:m on reproductxon in albm
' »’ Cex,WM Jr : "The:xum{

: 103(1933) 777-790 ‘
| Kaumtz,N (1962) lenter 1 Dre
;" ng,WR WR Mzchacl |

Cltedm ;PB;2'54 536. : ‘

fpamall}’Oxdezedstm |
alad diils when' u»'sedf asa

Nug 64(1958) 399-419
ects of GRAS substanm i
ntract No. 72-343). Cited

14 Naber, E c, a973),
on the dcvelopmg ckuck ,m,
mPB-254536 Sl S
Lmon Bionetics, Inc. <1975), g;;y;:zz‘z;mzrszz);:cm in
PB-254 5%. 5 |

W, ‘ oxxcologlcal Evaluaum o
and of Spec1ﬁcauons, 171!1

| report Geneva, J xme 25
: i FOOd Protecuon Committee,

; : _,,,;f_ademy of Sc1ences (l953};, i
et o539,

,.es m Foods ! Natl
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