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NOTE: Chllnges In labeling (orm111a dlHenng an substan(.'e from that accepted In connectIon wIth thiS rf"gislrallon must b(' 
submitted to and accepted by the RegislrilltOn DiVision prior II) use uf the labf-Iln commerce, In an)' correspondE'ncp on this 
product .Iw.ys refer to the above U,S, EPA reglslr.tion number, 

On the basis of information furnished by tht- rrgisuent. the- aboYI!' named pt'sticidr is herl!'by Registerrd/Rereglsterrd utldt:'r 
the Feder. 1 Insecticide, Fungu:ide. lind RoderUicideo Acl. 

A copy of the •• bel;ne t.ccepted in connection with this Registration!Reregistr •. ion is returnrd herewith. 

Registration is in no WilY to be- construed as an Indorsement or apP'ova. d this product b)' this Agene),. In order I protect 
hea1th'lRd the environment, the Administrllior. on his motion, may at any hme suspend or cancel the re-gistratlun of 8 pest. 
iClde if! accordance with tMo Act. Thf' acceptance of any name in connection With the registratIOn 01 a product und("~ this 
Act is not to be construed as giving the registrant II right to exciusI\'e use of the name or to Its uS(" If It has been coven'd 
by others. 

This product is conditionally registered in accordance with 
FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit and/or cite all data or other material required 
for registration/reregistration of your product under FIFRA sec. 
3(c) (5) or FIFRA sec. 4 when the Agency requires all registrants 
of similar products to submit such data. 

2. Make the labeling changes list~ , below before you 
release the product for shipment: 

a. Add the phrase, "EPA Registration No. 34875-5." 

b. Replace "Kills Crab and Pubic Lice" with: 

"Kills Pubic (Crab) Lice" 

c. Move "Do not transport or store below 32 -F" to 
Storage and Disposal. 

o ATTACHMENT 15 APPLICABLE 

SIGNATURE OF APPROVING OFFICIAL IOATr 

EPA , .... 1570-6 (R ... '.76) PA£VIOUI ~DITIO'" .... Ay tiE USED UNTIL SUPPLY I, EXHAUST[D, 
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d. From the Inert Ingredients statement delete 
"Petroleum Distillate". If you wish to list inert 
ingredients you must list All of them. Add this 
footnote to the Inert Ingredients statement; 

··Contains Petroleum Distillates 

e. Revise Directions for Use as follows: 

Apply to affected area until all the hair is 
thoroughly wet with product. Allow product to 
remain on area for 10 minutes but no longer. Wash 
area thoroughly with warm water and soap or 
shampoo. A fine-toothed comb may be used to help 
remove dead lice or their eggs (nits) from hair. 
A second treat~ent must be made in 7 to 10 days to 
kill any newly hatched lice-

f. The following statements are required: 

Pubic (Crab) Lice: Pubic lice may be transmitted 
by sexual contact, therefore, &exual partners 
should be treated simultaneously to avoid 
reinfestation. The lice are very small and look 
almost like brown or grey dots on the skin. 
Public lice usually cause intense itching and lay 
small white eggs (nits) on the hair shaft 
generally close to the skin surface. In hairy 
individuals, pubic lice may be present on the 
~hort hairs of the thighs and trunk, underarms, 
and occasionally on the beard and mustache. 
Underwear should be disinfected by machine washing 
in hot water: then drying, using the hot cycle for 
at least 20 minutes. 

g. Based on the current Confidential statement of 
Formula (CSF) your product will not meet the label 
claim for the active ingredient. Lower limit on 
the CSF must agree with the label claim in pure 
active form. Revise the label or CSF so the 
information agrees. 

Sin~e this product is applied to humans it is also 
considered a drug and is therefore co-regulated by the Food and 
Drug Administration (FDA). You should refer to the Federal 
Register Notice issued April 3, 1989 (21 CFR Part 358) on 
"Pediculicide Dr.ug Products for Over-the-Counter Human Use" for 
further information on data and labeling requirements. For 
further information you may also contact: 

William E. Gilbertson 
Center For Drug Evaluation 

and Research (HFD-210) 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD J0857 
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3. Submit five (5) copies of your final printed labeling 
before you release the product for shipment. Refer to the A-79 
Enclosure fo~ a further description of final printed labeling. 

If these conditions arE, not complied with, the registration 
will be subject to canceL f'.ion in accordance with FIFRA sec. 
6(e). Your release for shlpment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

enclosure 

George T. LaRocca 
Product Manage~ 15 
Insecti~ide-Rodenticide Branch 
Registration Division (H7505C) 
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BLUE GEL 

Proposed Labeling 

NDC 10038.()49-07 ACTIVE INGREDIENTS: ~ethrins. 0.3%, "-'YI BuIo>coclo; 

Blue Gel =-'~NTS:~0isI-'1.2'Mo;0I""1ntII1ngIe-
EP", Reg. No. 34117!rX diInIs, 1I5S'Mo. 
Kills CfIIb and Pubic lice °Eqt;vaIent 10 min. 2.4'110 (BUTYLCARBITYL) (~ronyt) etllef 
(I'edocuIus Pubis Linne) and lheir eggs and 0.6% relaled COR1>OUnds. 

I KEEP OUT OF REACH OF CHILDREN CAUTION. See back panel lor ..dd<tional pecautlOnS 
Do nm nnsporI IN _ below 32"f. Net WI. t .... 1Ce (2835 9) 

INRUlIOIIS FOR USI': II is ....... ioo 01 Fedt,,1 ..... 10 use IllS p .. duct II • ......, incon~~"" "'Ih ils 1obe1r19 THIS PRODUCT IS FOR 
EXTlRIIAl USI' ON HUMANS ONLY. 

~
WIdoIuted 10 inIesIed .... ".,.. Ir." ... nl 10 r.""", t() """'Its. bill no longer Then ~aSfI lhorougnly "'Ih um .... er ..., shorn .... IN 
1Je~ lice..., eOQS mar require r.rnowt w.lh .1 ... COIOO A second Ir."mm roost be mode .. 7 Ie II) ~ 10 III "'Y newly hoIche<lllc. 

ramlT RfINffClION: b MOd rt1flltctoon, .. clotfWIg ..., bed .... n should be dosIrlected by was~09 .. "'" Wiler "'" dryonO. """'I .\ 
CJC~ tor ,,1eosI20 .. nul". IN by dry C~'~09 Combs one! brushes should be soiled "' .... er ibrwe 13~·11or ~ 10 to """",,, Sox"" 

. should bel,.iled ~rnuIIWously Rooms .. II;oboted by fflsl,d paI_ should be n')")l~hIy vacuo""'" 
PRfC'UTIONARY STATEMENTS-HAZARD TO HUMANS-CAUTION: CiUSeS ~ irril • .,. 00 no! gel III ~ Hi'rnlul,1 ~.1Icloed 00 not , 
inh* Awtd cornC! w;th mucous membranes In C~St oilliectol 01' ~1tI .rnmon, QISCOntmut use .. nu [(,os,ott a pI~1 c..IU)UIC _ ~. 
a.. ~ ~ .. "" 01 /'jebrows inc! eyeiashes occurs _ «N"i"n.JI"" oIlOOdsMIs 
SlATEMfNT Of PRAClICAL TREATMENT (fIRST AID): 
" swaiI<Mod . Col • physoc.,n .. PINson ~oolrol Ct~ •• .. merfo~ely 0.011 ooe IN two ot."" of """ .nc! I'Iduct """'I""l by lou<lI""lltlt 
biCk oIltIt Ih,"" ",III fInge' llepe" u~" vom.1 IS c~ .. 00 noI rnduc. ,""I""l Of goO! ",.11'09 bj _Ih 10 '" uncOOSCtOUS ~on 
n I1ha1td . RerJlO'o! VICtIm to Iff'sh ill' Apply 'tSP"~"OIl If ,ndtatd 
" in ~ . FkJsh ~ .,I~ pltnty of •• ", Con. """'".n " .""'''''' pe",~s 
IMI'ORTANT. Should be used .,Ih ,,",,on bj "g_ted sen.IIIed persoos 
STORAGE AND D1S1'OSAl: 00 not coni"",,",,"" food .. leedbj ~Im'g<'" d.sposiI IN nul if"\( tOO"''''' Wli;I C<NII_..., PU' '" ,,,"" 
AMBIX LABORATORIES. f Rulherlmd. NJ 07073 Made.n USA EPA Est No 3487~ NJ-~ 
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