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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Nnv 23 1993 

Mr. David Michelman 
Blackburn & Michelman, P.C. 
2207 Chestnut street 
Philadelphia, PA 19103 

Dear Mr. Michelman: 

Subject: Update Labeling for Existing Stock 
Bee Brand Lice Treatment Sham~oo 
EPA Registration No. 65168-1 
Your Submissions Dated October 15 and November 3, 1993 

The labeling referred to above, submitted in connlction with 
registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable, provided that you make 
the labeling changes listed below ~~fore you release the product 
for shipment bearing the amended labeling: . 

1. 

2. 

u ................... 

.....•...........• 

Revise your Precautionary Statements as follows: 

Precautionary Statements 
Hazards to Humans and Domestic Animals i 
CAUTION: Harmful if swallowed. Do not inhal~. Keep out 
of eyes and avoid contact with mucous membranes. If 
product should get into eyes, immediately IflUSh with 
plenty of water. If skin irritation or i~fection is 
present" or develops, discontinue use and consult a 
doctor. Consult a doctor if infestation of e ebrows and 
eyelashes occurs. Avoid contamination ~f feed or 
foodstuffs. Not to be used by persons ~llergic to 
ragweed. , 

I 
Under the heading Statement of Practical Treatment add 
the following: ~I 

IF SWALLOWED: Call a doctor or Poison Con rol Center 
immediately. Drink one or two glasses of water and 
induce vomiting by touching the back of throat with a 
finger. Do not induce vomiting or give anyth~ng by mouth 
to an unconscious person. : 

,I 
IF INHALED: Remove victim to fresh a1r. Apply 
respiration, if indicated. 
IF IN EYES: Flush eyes with plenty of water. Call a 

h 'f' 1 pllys1c1an 1 1rr1tat10n pers1sts. 
IF ON SKIN: If s ndat10n or 1nfect1on. 1S present 
or deve ops, dis ontinue se and c nsult a physic1an ................ - . ..............•. ................. .................. . .•..•....•...... ... _ ............. . ................ 

i ................. . .•.•••.••....... ......•••.••.•... ....••••.••••.... . ...........••••• _._ .......... - . ...•••.......... 
I 
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Note: If you decide to place statement of Practical Treatment 
on the labeling leaflet then on the bottle label you must add, "See 
consumer labeling leaflet for Statement of Practical Treatment." 

We note that in your FAX dated November 19, 1993 you have 
agreed to no longer produce any product under tpe current 
registered formulation (i.e., containing rotenone). YfU may only 
sell and distribute product with rotenone that is p rt of your 
existing stock. All packaged product under your cont 01 must be 
labeled or relabeled with the enclosed approved label in. You have 
also agreed to submit revised Confidential Statement of ormula and 
labeling reflecting the deletion of rotenone from your ormulation 
as stated in our December 17, 1993 letter to McCormick & Company, 
Inc. 

Pediculicides are jointly regulated by EPA and t~e Food and 
Drug Administration. Upon issuance of FDA's Final Monograph for 
Pediculicide Drug Products for Over-the-Counter Human Use, 
pediculicides will solely be under FDA's jurisdiction. I We expect ( 
this transfer of jurisdiction to occur in approximately one year. 
You should contact Mr. Robert Eschelman, Compliance Officer, OTC 
Compliance Branch (HFD-312), Center for Drug Evaluation and 
Research, Food and Drug Administration, Rockville, MD,: 20857 

I 
• • I Submit five copies of your final pr1nted label1ng'before you 

~elease the product for shipment. 

A stamped copy of the labeling is enclosed for your 
I 

records. 

Enclosure 

cc: Ms. Arline Gonzalez 
Laboratorio Agrologico 
Commonwealth of Puerto Rico 

Sincerely, 

I 

George T. laRocca 
Product Manager 13 I ( 
Insecticide-Rodenticide Branch 
Registration Divisibn (H7505C) 
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_~ D:tMCii'*8 .,ga uaC. \!tIeD .. rea lll>ejaa. ( ... _D) ah..-poo a 
.pplt.d, .11 cl~lnv .uat be .taeiliaed in order ~o ~nt reLDf .. tatLon 
vitll __ 11_ • 

.... &.lee. ~ ILce U_ Od ttMt Kall' and 1al' _11 .mito &qq. (nh., on 
--.. Mir .... tt. e1_ ~o t'" .c:alp. ,.ha niu are _t ... U), fQw>d on tI .. 
_ .. IIlr tM .... or ..... 1114 til •• ar.. loll ~r_AaI tu1"u •• "art •• eotOt •• 
.... Me l.~ __ 14 lie dlablrec:~ lor ........... -"'1119 111 bot _~ and 
*:rJ.al. -J.Dw t_ loot or"l. of a tkyee foe at l-.t 20 _b"te... P.e ...... l 
_Ucl_ or a.lGt;Ja1no or lIaCkUlI9 tlMot oaaaot ,.. .... heeI _y b .. dcyclaaned • 
.. &led 111 • pl.-t1o bag for a period of about 2 we8k8. Oe .prayed wita a 
... ~ epeeU1caUl' .... 19ned tur thb pue~. 7Ql"aoAal. c:Qabo and br ... be. 
-r ... dlal.t"d:.cI by lIOal:ing 1n but:. _t.ee Cal>o_ 130· ,.) Lor Ii t.o 10 
lIlaut_. 'rboocougb va"uWllII'Q of .,ooc. Inbahit.d by infected ~t:ienta 1. 
ce T' J. 

Pl&l>lc (cru, Lice. Pablo 110e ... y I>.- t..,u .... iaed :by _x".l cant .. c-t. 
ta.-.f __ • .......1 pilrtDa1'. IIbolllCi be t~t.ed aimult ........ u .. ! y to avoid 
ni.._.t.ioll. TIle lice are Y8ry _11 and look Ill*)Ilt Ii .... brOWn or (Jr.1' 
~ __ tJw akia. Pubio 1!.oe "wally 0&\&" 1ntanae itchlag and lay _11 

,*1t. eoee IlIlt.) OD tile hale .utt. gaowraJ 11' alOIN to the .kin ""rf"e". In 
UJ.ry Jalh·i<loaab. pubic lice -r ,.. P&'_e on UN abort hair .. or the thi<;lhll 
_ ~. " 'JArIllA. aD4 oooa.10Aally Oil tile beam and ..... tach". I./Qde~ 
...... 1 ...... b1Afected loy _chI_ .... 1>109 i .. hoI:. ".tar, ~_ d~yl.n9. ".lDII tha 
~ CJCl. ~or at: 1 ... t 20 .. lDuta •• 

~ Ll_. IIOCIr lIce .ad tb&la:: 8Q9. ar. qw-eally fOWl<J 1n "he ."-0 of 
clot:Ja!Jog. parti.,..larll' 1a tI .. w.latl! ... and an.pit ac_. 'l'bey..., ... t" ell,. 
ul. co t..... t:Ioiul Nt" .... to tho ._ of tbe clothiO(l wIle..- t1, .. y lay theia:: 
A9!18- aJ.atll~1I!l _rn aa4 DOt lallDdered bef01'e t~a~nt "bo"ld bt. 'dl.inf<IC~1td 
ID7 U. _ .. anhn .. "'"11*1 tor btMd 11~ •• "ootpt that _ .. li...., 
.. lot ....... ill a p~1.u .... 1. ~ r ... • ..0.4 toa:: body l1ea becauR .. thair ni.t. 
,~) .&- ".... lice eaD .--In d-.allt tor .. period of up to 30 dare.' 

APlITJ-' -.oNn'I_Y .,._. MUIIII_ "IV lIUMAIIa. ~r.-.f"l U 
_l~. III _ ... , .001-..ta1 1Dgeat1.o", ._11. ~ofe.lfiOll.l a911 .... tance or 
~ a 1'0'- OoIluol ClM&t. ... 1. ... ,U .. t.aly. AvoW keiltblAv vapora. W.1Ib 
~ rit .. -.p .....s __ .ft • ..: ..... a_id coot._inat.1_ ot lo<>d. 

.... W'" DIDOIAL. nore prodv.et in orlqinal contdDaa:: and. keep l~· i':"'/Uod 
- ... -. Do __ ooD&al_a::. Rin .. _tal ... a:: tllorOUWhly. """"".ly 
__ .111 _&1 I.pro! or --paper. aDd 4iacard in tr_t •• 
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Du.arIal.~ _.... n 1 •• "loJ..at1on of ~~al Law ~o u"'v ~h&.a pJ'<>d',ct 11\ a 
_" ~u.- .1~b lu lUeUJIC). 
aula ... 1&-, ..,10 Ic~U) lloe aod ~ 11co. aWly to affected ara. Uft~u. 
all U. llalr 1. Uar~,. _~ .. l~b ....,.tuct. a11_ fCoduct to r_in on &1:_ for 
10 .s-_ bat _ I il :. Add •• ffLot.nt _1' ... atar u. for. a 1.,1> ... and an_poo 
•• _1. u... ~ly. a flM-tootl>lICI c:ceb _, be .. secs to help r .. cmra dead 
1"- or ~ir~.J (41U) f~ 1IaJz. A _14 tree_At .... t be aade 1n 7 to 10 
~ to 1d.11 -J' _ly Mb>t.d 11 .... 

... 1 .. = -=-n 'boUl_1. .L..--I1. 
btVIlltt.e •••••••••• 0.So. ~ OlIN ree1ne .... 0.4:0' 
.. 1 ••••••••••• 0.10. .ie.thriDe ••••••••••• 0.10. 
~ I __ I~ 9'.10. -a.p.I.val_ to 0.'1l' of (butJ'loarbityl) (6 p"o~ 
w~r..,l) aUoar, aod O.l~ of .. alatad co_pchaDdo • 

• ....,rlClWlD' aDI_18. D"RD. ro au ..... Clltrl"ICN: fur I!xtt!'rnal U:JC an17_ 
~ -. .... -.. 1:IIa eyee OC ~lt contaat with aueouo -mranee. If prwuct g.t .. 
J.ab> the~.' 'i.t.l,. fluo .. with ... ~er. eon ... lt & doctor 1f lnfestation of 
"'J t ..... ..., eyel_a aocrur_. If gin lrr1t.tio .. or infact1_ 1a prosent Or 
.. _lops, .u.coat:1.nlle .. ee aDd 00G81l1t • _or. v .... lth c.vt1a. on peraon. 
aU""!rio to .,.., I •• PBrlllCAl. Ill! amKlCAl. na,UIDC. DQ not ,,_ 0 .. aLor .. ~ 

.... t or ovea £1_. 
Par H4i~looa1 1Af~ loo ... attacbood. CODtJ.-r label~ leU let. 

~. lUlU 'n nm_ DIlL JILCIIJICII o.a 1.08 .rRes. 
'%~"UIM'O .. aa.u PaM LOS no.x:s. 
DI1IIIICICl~ ... _: U_r ",teo prcd. .. eto en fo~ diat:lnta • laa In''h'ucelo~ 
.. 1_ ~1..-ta _ ..- vl01aoi6n d8 1 .. l.yea r.cr.ltal ••• 
Nata piojo. dol 1& cabe .. , pilblcoa. (1&4111a) y d@l eu.rpa. ApHque",e bien "D 

el u-.a afect;ada _t ....... 1 CUU'O c:abollGClo a .. t6 ~Iat_nta _jado 00", el 
praolw;ta. -..J.u ... al ~ot:o pa ....... o. _ .1 Ar.a af.etad. por ,Uez .1n"~o. 
pet'O no ... .,. 41aa ainatoa. AI\ada allflc11G1; •• lI\Ia tUlla para producer .... puzaa 

. y .. U~.l" ,A ...... d_ate •• II'~." _pl.t_ta. Para .. emoY~r 10. 
p1jo. __ 0 1_ U._ dIo au _110 podrA utiU ... " un cepill" 0 ~iJliU ... 
-..A apl1.c>&r ... a~ trat .. ~to d9 .. t~o cia loa alCj\l1.nt_ otat.. .... di." dl .. 
pan _~ ~1 .. 1w "" .... orb .. ploica . 

...cil'IX7ra., Jt~ PAllA .uas IIIJIGIIOS. ~ucta., Para "110 ."tlft'hO 801_nt •. 
Ill> 10 .. _ --.. • .,. loa oj_ 0 pan>it. al cont.eto con _ra"aa IllUco"ao. Si el 
producto c_ .. 1_ :1j0ll, l'v_ b-.ll.t_t. con agua. COftSulte un doctOr :Ii. 
.so.arroU_ ..,laa~i ... 1 .... ojOl: 0,erta6a •• 8L _Arrol1& 0 prv_nt& irritacio ..... 
o _1_1 .. en 1. I'~l, .... aaatl.Jl6 ....... y wnaulta un dootoc. I'areonae 
al.".o_ a -....1& .... ~ftO OOD ___ 1II1II.. PllLIORDll QUIKII:OII 0 FIS{,),),O, 
110 U_ 0 a l _ oarca de n_. 0 lU9U' GIIluroao. Par. lDto".....,l60 .. diclon .. \ 
~ .1 toU ........ III GU_ .,~ adjllato. 
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