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REC EIVE D 

PROPOSED NAME FOR A. CHEMICAL SUBST ANCi 4._rg~1)200rL 
IN THERAPEUTIC GOODS 111" ~·=~,: .. ( ·;, · :·:.ti1~· 

RC6'1.,ter ut ] ~:·•,, ,t·L,,. ,c c,<.)(,,l~ 

APPLICATION FORM 

Proposed Name 'Bu T'-I t... o c. "f''i L 511 t-.< C Yi.A '7"£ 

Synonym(s) .... 1 f.!h-J .~':1/.:-.1.C.. ... ~.0'!.7.>..c1-.?.-.. 7' . . ?..'-?.N h'?..C:.N.~ .. ~ .'?."1 ~<s .............. 
................ -................................. -. -.. - .... --. -........ -... ... . ............. . -.. . -........ -... 

.......... .............................. .............................. ... ..... ...... ........ .. . ..... 

For inclusion as (tick r!J Chemical Australian Approve<J Name (AAN) 
as appropriate): Provisional Name (PRV) 

r 1 Australian AMroved Device Name (ADN) 

Delinillon or structure 

(indudin.g waters of 
hydration,) 0 

Q-11 C.- OC...~ 2.. C.H ( C\.1-i.} S' C....\.\} 
r 

0\-\ C..\,l~ (C.l..\.~J ,_ Gl.f? 

O'FHCE USE ONLY 

Committee Session GOS 8. \~O\ Approval Type -PR~ 
Date Approved ~ ~\O\ Llstable Active ~ 
Date E11tered ~'l \-2, \01 Listable Excipient 'i 

REF£R£NC£(S) 
Indicate references searched. If successful mark with a tick, if unsuccessful mark ,v:ith a cross. A TI ACH 
COPIES of relevant :V!ONOGRAPHS or REFERENCES. Funher guidance can be obtained from the 
explanatory notes •n tl1e lntroduclioi1 and Explanatory Notes Chemical Sm;,$t.lnt;t:$ A.AN Lisi i~. 

~ Rtl. £diu1>n.. l>ag~<'&) R~~~~ 
Code Year, Vol. no 
BP British Pharmaconoeia 

INN Internatio.nal Nonoroorietarv Names 

BA..."-; Bciti.sh Annroved Names 

USP United $.I.ires Pbarmacopeia 

us~ UruM.d S\at~ A<l<>nt,,,:.d N~ 

BPAP Brlfuh PhaawJ.COrw>,Cia - An=zwi.1:' 

EP E.urcmean 'Phatlna~=~ia 

IP Ctl(ematlonal Pharmacopoeia 
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"' Ref. Edition. 
Code Ye:ar. Val. no 

BPC 

MAR 
MI 
FCC 

PFC 
71 IClD 7•"'1 (qq7 :L 

CAS 
CI 

CFFM 
Rl?US 

Coll:lpany Name 

Address 

Product Kame 

Page(s} Reference 

The Pha.rm~ceutical Codex (foonetly British Pharmacculicar 
Codex) 

Mateindale, The Extra Pbarmacoooeia 

Mercklndex 
Food Chemicals Codex 

Perfumes and Flavour Chemicals 

&f?l':fl International Cosmetic Ineredient Dictionary (formerly CTF,'.!\.) 

Chemical Abstracts Service 

Colour Index (Society ofDvers and Colourists) 

Common Fnurrance and Flavour Materials 

The Homoeonali1ic Pllarmacoooeia of the United States 

Other {specif}:) 

DETAILS OF .PRO.POSER 

20/03 '01 14:39 

ENTID 

Phone No 

fiaxNo 

The substance is an (tick OJ)e) 

[ J active ingredient 

fvf exc:ipient ingredient 

The ingredient is to be included in a 
product (o be assessed by: 

[q-j(ust. Listed Drug [ J Export Drug 

[ ] OTC Reg. ( 1 DSEB Reg. 

[ 1 Complementary Medicines 

l 1 ~TG. (l?~~'.tIDct'3.S;J lwg,:~.r..nts.\ 

[ J Devices 
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:aSESWAX 
~ c.tyf aoesw.ax l.e. -:n c ~ster o! 

· s,:,oswo..'< Acid (q.,·./. 

': Esters 
Qndi1ionir19" Agcrfl - Dad ur.h1o? ·· 

0 

~-ocH,GH(Cii, ), CH, 
r 
CH, (CH,),CH, 

·. ftw..'tic.i:z.e:r~ Sl"Sin .. CondH:ioning 
o!lient: Solvent 

Namo: 
'Me /,¢fd, Z•l3utvl""-'"t",'I ~slor 

tr.l:'. ~ui:;t\~~·~1\ C~(1.lj.QiiU..:rle: is the ".::$ter 
but/loctonol and the acid~ derived from 
olillo Wax (q.,·.;. 

t!ion: Sl-:fn,Con::!i:icnrng Agen~- Oca/uc,ivc.-

UTYLOCTYL OLEAT!:: 

)tnplrlcal Formula: 
:: C;i.:,f-fse0 2 

'inil!nlllot;; ol.'tyloctvl C>lenlte j,:;\hc ,,.,,,_, ,o,1 

. buly1~1,,nol and ol;i,:: o.c10. 11 confor;;;s lo the 
foimul": 

Ott,(CH, ), CH o 
ii /{ 
'.:H(CH, ),C-OCH,OH (CH, lsCt1 3 

b.H, 

Chemlc!>I Cl:u,s: Est<>r;. 

Function; $l<1n-C<>n<l"l't1on'mg At,<>~.~- Oecl,u,a.,.,,~ 

6Ur'YLOC"l"Y/.. SAL!CYLATE 

'E:mplr',~\ 'r<:.tmu\1'.~ 

Cu;t-l,,,.,03 

Dtrflnltion: 6utylocty! So.lioyh;.10 ;,,_ th,:, org"riic 
compound 1J19.t contorme 'to -en:~ 1otmu\~..._ 

··,n, 

Cl 

16-ocH, T"t r:l'I,), C:\, 

CH, (Clf, J,Cff: 

Ct1emical era:::~: E'c;:tt.,rE. 

Puncnons; Ha:'u· Ci::.ind,-JCi-r.'i".19 ~9£';".l·, 
S~in-Condit1oning Age<1t • Mis<:el!:.n<>ou!:: 
Solvent 

Tochnieal N::una: 
S=JiicyU..:: A·.dd, i.'?-.EIJ.1t}JJ.c.cl)-·.i .Es-:er ,.~~· 
HALLE.rile BHB (HalQ 

BUTYL OLEA l"E 

CASt4o. 
~4'2•77-"e. 

EltJECS Mo. 
"2.~i;.-SS~i,. 

Empk/,.al Formui,,: 
C~H~O.: 

Pc11nl1ion: S.utyl Cleat,;, is- the ester of cuty! 
olcol1ol t"snd ofoic o.cid. tr. eo"iom,a, gcncr,.llf' !<) 

the furmul6: 

/nform.,,ticn S""-!rc.c~: l'1 CFR175.210, 
21CFR177.2600. 21CFP.1i7.~SO(), TSCA 

ChE:micnl Class: E:;ter,: 

!:'unction: $/dn-Conditior,ing Agont. emollient 

. Tecnnicnr N'1rt>C.&; 

Su:y, ~Ocn>o<rcc;io.,k 
9-0:t5deccnofc Aeid. 6utyi ~::;ttt:t 

Tracie Nomcc: 
Crodnmol 80 (Crodc. O!eochcm,e<'r~i 
Ke,.,.,.,,,;..,, ,;oo-;i ,;w,,......,,~ 

8lJ1YLPABA 

CAS Net 
94 .. ;a:5-7 

E.lrJECS No. 
202-317-1 

P4G'E 84.·' 1 & 

Butylparaben 

Ecn>plrle"I Formuh::: 

C 11 H 1"N02 
Definition: 8ur{l 'f>A6A ·,~ \r,e: o.,·,~ <>1 "'.,.."'"-t-J\ 
,,/.,.c,r,ol or,d p-£<rn\nobem:olc lJ.cid, 1: c:onf,;,r1;;.~ 
to the !orrnuln: · 

0 

.;,n-o-~-oc,H. 

lntormatlon Source,;;: £EC(t\~r,Si';l. MA,'; 
M>.-.,_?.,,SZS). TSCA, 'uSAN; USP>:>:. U2.P XXIU 
Chemii::nl Clnsces~ E!:.lers: PAaA Derivatives 
Fonction: Ultreviolo: Lighl .Z.,bs<:,rbor 
, ec\m1c.a\ t~·. 

8!!tr,::,.oie Acid, ,;.Amino•, Butyl Eskr 
Elutambon 

.BUTYLPARASEN 
CAS No. EINECS tJo. 
94-26-8 ZJ2-3t a-7 
£:mplrlcal FcrmLJJJl: 

o, 1!-11 ,.0~ 
Deflnltion: Butylparo.'oen i,:; the- a,;ter o~·outy1 
,:ilcohcl "'nd p-hydro:..ybcnzoic acid. l\ c.onforrr.!> 
generol\y to the formula: 

0 
~ \\ 

HD\ _ __._ :'>-c- 00, H. , . I . . 
lnformntlon S.OurcM! 21CFFl172.515, Clf!; 
JAOT-3(5)135,1, CiFA S. EEC(V!/t.1.2,\. JCLS, 
JSCI. MAR, Ml-12(1619), NfX\/111. TSCA, USAM 
Chemical c,o~es: E;;terKPhcnols 
Function: Pr..scrvat/vc 
Re,;,oned Pre>d"ct Catogor!oi,, Ey<:>tin,;rs: 
U/'>~licks; Moisturi;;ing PrcporuUon,ic; Clce.nsing 
Frodueto (Co(o' Cream~. c.~tl',"t$lng l..ct,i.::,v,.!=, 
Lio,uids ano Pads): Skin C"'" Prepa>ution:;, 
Mis~.: Body ano Htind i"rcparatlol'ls (=xc1ucl'tn9 
Sne.ving Prep;Jr.:,tionc); Fo:,·n::fa:.'ion.s; .Eye, 
ShadowJo; Eyebrow Fenciis; Night Skin Core 
Propnralions; ~uoe a.nd Neck ?r,'.,;>ora.tiot)S 

- -(E,r,;.1.u::ff.I!.9 $n<tVir>g Pr.c<p,ou,J;c,rn;); .P;,~lo Mcsks 
(Muo P{lC:KS)~·M""'""'""l l.',<>..!=,up, Propore.ti<><i:, 
(No! ,:,ye,}. Misc.; Face "Pow<::11;>tc:; ~!nnmp.;;:;;;.--· --·-­
(N¢f"'rr.C,;;,,fr:,,rin9): £.1.Jrito.n Gole~,Crcams, end 
Liquidt; Hair Condltlom,,s; Blu::,her& {All types): 
Hoir Oy~s i,no Co1or:;. t1'\1 iyp"~ ?."'t-tu\1','"lal 
c.i.u:!= S1a1~rn,:,nt,;. and Patch Tesls); Indoor 
T"nning Pro;:,.aration,;; Eye Mi;keup Romovr,r~; 
~ye f','1:;i.k.:iup ?r~para';h:,n!:.. \Jt~~~;. -W11>.\." .. ~r.Yi'",l,­
Bn!;ei.s; Toni~::;,. Dresslngs, and Othor H{.tit 
Gr.:,orning Aid~; Sunte.n Propim:i.tions,'Mi~o.; 
Ft.ag.ranc-c:- P'repu,i1"..i'C21'"'1'S. Nl,.'2.-c.". ?o-.uQ..i"'..,(::i.. 
(0U$\ing and T~lcum, E:xch.1din9 Aftwsh,~ve 
Tel~): p.,rnonal Cle11nlines5 Produc\s, Mil'.lc.; 
oo,n r'l'c;:>!<.1-i,.,\c.n:s, ~J;,..,,,..; e.~t>',' Lo1.icm:,., 0 ifs, 

1he \nc)u:sion 01 W'!)' =rr,,:,oumi"' •.\w O,Clic>iw."f ,,,xJ H"ndbook d= not in dicme thal u,;.e o! ma, sub~lanco "~ a cO$molic lngrodient complie,:; 11,:th 
tho 1...1,....-s antf: re-gulati¢ns s.ovemi.ng r:.uch use in, me--'un·r;t;O °5'0\~~ "3.'i'i~J ~~-:. r.:.z:,.w;:i,1:n1. 
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