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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

JUN 77 1993

Dr. Harry Gordon

DEL Pharmaceuticals, Inc.
565 Broad Hollow Road
Farmingdale, NY 11735

Dear Dr. Gordon:

Subject: Updated Labeling
Barc Liquid
l EPA Registration No. 2398-4
Your Submission Dated January 20, 199%

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

(Note: All comments apply to both bottle label copy and carton
label copy).

1. Delete "this and all drugs" so that the statement reads
"Keep out of reach of children."®

2. Revise Precautionary Statements as follows:

(’ "For external use only. Harmful if swallowed. Do not
inhale. Do not use near the eyes or permit contact with
mucous membranes. If product gets into the eyes,

immediately flush with water. Consult a physician if
infestation of eyebrows and eyelashes occurs. If skin
irritation or infection 1is present or develops,
discontinue use and consult a physician. Avoid
contamination of feed or foodstuffs."

3. The signal word for your product is CAUTION. It is the
only signal word which may appear on your labeling.
Therefore revise the statement to read "CAUTION: Not to
be used by persons allergic to ragweed."

4, Preface crab lice with pubic everywhere it appears on the
iabeling. For example: "Kills head lice, pubic (crab)
lice and their eggs on contact."

COMCURRENCES

SYMacL

--------------------------------------------------- E L T E L I R B P P EX T T T L L1 T T S

SURNAME

..... Ascsntsssdarifiasntanastanccncs Jenditttratacca sttt uk Nt RRRvAtercsrhassnonsurssssnsnrdonannintaatertnasdrsitasartnsssandsnenngan

DATE

EPA Form 1320-1A (196) Printed om Recycled Paper OFFICIAL FILE COPY




.ZQL{

5. Include statements (e) (1) Head Lice and (e)(2) Pubic
(Crab) Lice from page 13488 (enclosed) of the Food and
Drug Administration’s Tentative Final Moncgraph for Cver-
the-Counter Pediculicide Drug Product’s. A complete copy
of the monograph was enclosed with our September 30, 1992
letter.

Submit. three copies of your final printed labeling before you
release the product for shipment. A stamped copy of the labeling
is enclosed for your records.

Sincerely,

George T. LaRocca
Product Manager 13
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosure
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Front Panel
Saro® Liquid (logo) : 3 % L{
A pedioulioide

One application klils head lice crab lice and tholr ogQs on contact

Speolal hair comb inside package ;

CAUTION: Keep this gnd all drugg out of rboLh of ohidren. See slde and back panelg for addhional ; recautions.
For external use only. |

2Noz (58 mi) |

Top Panel ?
Bare® Liguld (logo) '
Kilis head llos, crab lice and thelr eggs on oo*uet

Left Side Panel
Bare (logo) Hquid
with specia! hair comb Inside package

r( 8lde Panal

10 minutes. Wash and rinse thomughly with pienty of warm water. While still dlmp comb hair with a fine comb to remove
dead lice and ogos l'rorn hair. ‘l‘o restore body and lustor lo tho hair, use a good lhampoo Use no more than 2 times in 24

hours. A 5¢

ACTIVE INGREDIENTS: !
Pyrethring.................. R 0.18% l
':Ipomnyl Butoxkie Technical....2.20% i
Sinent InCrOtOntS. .. R7.02%
TOWL.coecrornirercnnerncnsernsssoneeee. 100.00% !

‘Equivalent 10 1.78% {Butylcarbityl), (B-Propy*plparonyl) ether and 0.44% related compounds.,
=Confaina petroloum distiliate '

i

EPA Est, 2308-NY-1 i
:09. No, 2308-4 i

Bact: Panel 1

Baro® Liquid (1050)

Kiiis hoad Ileo crab (los and thelr eggs on oorjtact

WARNING Not to bo used by pmons sllerglo to ragwood

...AUTlON Keep out of {ha reach ol chlldron Do not |nh|lo Hamful if swallowed. In cass of accldenal
ingestion, seek professional assistance or act & Polson Control Center Immediately. Do not use near eyes o” permil
contaot with mucous membranes. if product should get Into eyes, immediately flush with plenty of clear water. In order to
prevent reinfestation with lice, ail clothing and bedding must be steriizei or treated concurrent with the app"cat cn of thls
preparation. If skin Irritation or signs of Infedlon are present, consult a physiclan,

ACCEPTED
with COMME NTS
in EPA Leticr Dated
(c)Dal Pharmacsuticals, Inc., & subsidiary of I:Lol Laboratories, Inc. JUN 22 1993
585 Broad Hollow Road, Farmingdate, NY 117735 i the Federal Samecticide.
Made in U.S.A. 347014002 (commm numw, 7014 Fungicide, and Rodeuticide At

for the pestuide

an nmended. B, o

registered under l' I’A

Bottom Panel L35

UPC Code # 3-10310-22803-3
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Front Label |

Barc® Liquid (logo) :
A padiculioide l
Kiiis tios and their eggs on contact i
ACTIVE INGREDIENTS: '
PYIOIRANS..........ooverrrecmanrrenioneens 0.18% |
‘Piperonyl Butoxide Technical....2.20% '
Wmmmmm

TOtA)..coeecieriiniec s irrsverseeserenns 100.00% '

t

*Equivalent to 1.76% (Butylcarbityl), (G-Pmiylplptronyl) ether and 0.44% related compounci~.
ZiContaing petroleum distiliate !

For externat use only, CAUTION: Kesp out of the reach of chikiren. Sea back panel for additional
precautions.
2 fl oz (69 ml) [
( ..'ul Pharmacedtioals, Ino., & lubdd“ ) Dol Laboratories, inc.
v Broad Hollow Road, Farmingdale, 1785
Made In U.B.A. 217014002 (i number)
Back Label !
DIRECTIONS: s & violation of Fe s product in & mapner inconsistent with its labeling. Apply

suffiolently to oomplotoly sslurate thc halr nd mtp or skln of any Infested area. Allow application to ramaln no longer than
10 minutes, Wash and rinse thoroughty plerty of warm water. While stlil damp. comb hair with a fine comb to remove
dead lice and eggs from hair. To restore b~ and luster to the halr, use a good shampoo Use no more than 2 times in 24

hou“- A SUANK LIOSLITIONT ITIVE U (1RG0 I ' J O -RUR, i fLoaal -0
WARNING Nouobousodbypemmail rgic to ragweed.
AUTIONAR MENT:Hazard = _to Humans and Domestic Animals,
CAUTION Keep out of fhie reach of children. Do not Inhale. Harmful if swallowed. In case of accidental

ingestion, seek profeasional assistance or pontact & Poison Control Conter immediately. Do not use near eyes or permit
oontact with mucous membranes. (f product should get into eyes, Immediately flush with plenty of clear water. In order to
;vent reinfestation with lios, ali ciothing nd bedding must be steriiized or treated concurrent with the application of this
[ ,panllon If skin Irvitation or aigns of infpclion are prasent, consult a physician.

(Note: the following section should be in a o
STORAGE AND D'SPOSAL
Store at room temparature (15-30 °C, 50-98 °F) away from heat or open flame,
Do not reuse empty container. Wrap moTh- and put in trash,

EPA Rep. No. 2308-4
EPA Est. 2398-NY-1
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