Mr. Frank P. Bisceglie

Director, Drug Regulatory Affairs

Norcliff Thayer, Inc., Revlon Health Care Group
303 South Broadway

Tarrytown, NY 10591

Dear Mr. Bisceglie:

Subject: Amendment ~ Formulation and Labeling Revisions
A-200 Pyrinate Liquid Pediculicide Shampoo
EPA Registration Ro. 39159-2
Your Applications Dated August 27, 1985, January 30 and
February 18, 1986

The labeling referred to above, submitted in connection with registration
under 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:

1. Delete the colon after the signal word and place "For external
use only” elsewhere on the front panel or heneath the word
*Warning."

2. Add the followling Statement of Practical Treatment to the front
panel:

Statement of Practical Treatment

If in Eyes: Flush with plenty of water. Get medical
attention.

If Swallowed: Call a physician or Polson Control Center.
Drink 1 or 2 glasses of water and induce
vomiting by touching the back of throat
with finger. Do not induce vomiting or give

- anything by mouth to an unconscious person.

3. Add the following referral statement to the front panel:
Refer to back panel for additional precautionary statements.
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4. Revise your precautionary parayraph on back panel to read
ags follows:

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

Warning: May cause eye injury. Do not get in eyes
or permit contact with muccus membranes. Harmful if
swallowed. Wash thoroughly after handling. Do neot
leave children unattended with product on their heads.
‘ NOT TO BE USED BY PERSONS ALLERGIC TO RAGWEED. If

| gkin irritation or infection is present or develops
discontinue use and consult a physician.

5. The Ingredient Statement must appear on the front panel.

6. Refer to comment 3a of our January 15, 1985 letter and delete
the phrase "“Maximum Strength Formula.®™ HNote our comment about
the use of the word “new.”

7. Add the heading “"Storage and Disposal®™ above your storage and
disposal instructions.

8. The names of the inert ingredients are not required to be given
in the Ingredient Statement; however, if they are given then all
must be listed.

9. Delete the distributor number 37677. The Registration Mumber
as registered by the hasic registrant is 39159-2, You may add
distributor numbers after the labeling for the basic registrant
is accepted.

10. Immediately above the Directions for Use add the misuse statement,
*It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.”™

Please note that the above comments apply both to the carton and
container labels,

In regarxrd to the information pamphlet, chan~e the warning instructions
to reflect the revisions indicated in comment 4 Jove. Also, delete the
word “safe™ as stated in comment 3b of our January 15, 1985 letter.

For your information, the additional toxicity data submitted with your
Rugust 27, 1985 letter were assigned EPA Accession Number 259167,
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Submit five (5) 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 yours,

George T. LaRocca

Product Hanager (15])
Insecticide-Rodenticide Branch
Registration Division (TS5-767C)

Enclosure
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LABELING COPY FOR 2 FL. OZ. AND 4. FL. 0Z. IS IDENTICAL

FOLDING CARTON

FRONT PANEL

NEW IMPROVED
MAXIMUM STRENGTH FORMULA

A-200

® PYRINATE ©
PERICULICIDE
SHAMPOO
KILLS
HEAD, BODY & CRAB
LICE
AND THEIR EGGS
Special COMB
& INFORMATION PAMPHLET INSIDE
KEEP OUT OF REACH OF CHILDREN,
.\RNING: FOR EXTERNAL USE ONLY.
4 FL. 0OZ, INSTRUCCIONES EN ESPANOL ADJUNTAS
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LABELING COPY FOR 2 FL. OZ, AND 4. FL. 0Z. IS IDENTICAL

FOLDING CARTON

BACK PANEL

DIRECTIONS FOR USE: 1. Apply A-200 Pyrinate Shampoo to dry
hair and scalp or any other infested areas. Use enough product to
completely wet area being treated. Massage in to allow for total
contact of product with infested area. {(For head lice, avoid
getting product into eyes. Helpful hint: When shampooing a
child's head, place towel across forehead.) 2. Allow product
to remain for 10 minutes, but no longer. 3. Rinse treated area
throroughly with warm water. Towel dry. 4. Use special
fine-tooth comb provided to remove dead lice and eggs. (See left
side panel for combing suggestions,) 5. Repeat treatment in
7-10 days. Repeat earlier if examination discloses reinfestation
has occurred. Do not use more than two applications of A-200
Pvrinate shampoo in 24 hours. When used on children, adult
supervision is recommeded.

ADDITIONAL CONTROL MEASURES: At time of shampoo treatment, all
infested clothing, bed linen and other articles should be
laundered in hot water or dry cleaned. Carpets, upholstery and
. mattresses should be vacuumed thoroughly. Combs and brushes
should be soaked in hot water (above 1300F) for 5 to 10 minutes.

WARNING: NOT TO BE USED BY PERSONS ALLERGIC TO RAGWEED. DO NOT
USE NEAR EYES OR PERMIT CONTACT WITH MUCOUS MEMBRANES. IF PRODUCT
SHOULD GET INTO EYES, DO NOT RUB AND IMMEDIATELY FLUSH WITH PLENTY
OF CLEAR WATER. CONTACT WITH EYES MAY CAUSE TEMPORARY IRRITATION.
DO NOT LEAVE CHILDREN UNATTENDED WITH PRODUCT ON THEIR HEADS.
HARMFUL IF SWALLOWED. DO NOT INHALE. IF SKIN TRRITATION OR
INFECTION IS PRESENT OR DEVELOPS, DISCONTINUE USE AND CONSULT A
DOCTOR.

Store at room temperature. Do not reuse empty bottle. Wrap and
put in trash. See bottom of carton for lot number and expiry date. :« -

ACTIVE INGREDIENTS: Pyrethrins 0.33%, Piperonyl butoxide ' e
technical 4%%, :'.l . e

INERT INGREDIENTS: Benzyl Alcohol, Butyl Stearate, Fragrance, .
Octoxynol-9, Oleic Acid, Oleoresin Parsley Seed, Petroleum . et
Distillate, Water, .
*Equivalent to 3.2% (butylcarbityl)(é propylpigenonyl) ether and
0.8% related compounds. o

EPA REG. NO. 39159-2-37677 EPA EST. 39159-PR-1

Manufactured by USV (P.R.) Development Corp., Manati, P.R, 00701
Distributed by NORCLIFF THAYER INC., Tarrytown, NY 10591




LABELING COPY FOR 2 FL. OZ, AND 4. FL. 0Z. 1S IDENTICAL

FOLDING CARTON

LEFT SIDE PANEL

A-200
PYRINATE

EFFECTIVE REMOVAL
OF LICE EGGS FROM HAIR:

1. After shampooing with
A-200 Pyrinate, towel dry
hair,

2. Use regular comb to
remove tangles.

3. Using special, precision
comb enclosed in this package,
comb small sections of hair at
a time., Use repeated strokes
to remove all nits.

4, To clean comb, use a
small brush under forceful
stream of hot water.

5. As added sanitary aid,
soak combs and brushes

in hot water {above 1300F)
for § to 10 minutes.




LABELING COPY FOR 2 FL. OZ. AND 4. FL. 0Z. IS IDENTICAL

FOLDING CARTON

RIGHT SIDE PANEL

A-200
PYRINATE




JABELING COPY FOR 2 FL. OZ. AND 4, FL. 0Z. IS IDENTICAL

IMMEDIATE CONTAINER LABEL - FRONT

A-200 ®
PYRINATE

PEDICULICIDE
SHAMPOO

KILLS HEAD, BODY AND CRAB LICE
AND THEIR EGGS

OUT OF REACH OF CHILDREN
(\WKRNI& FOR EXTERNAL USE ONLY

4 FL. 0Z.
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LABELING COPY FOR 2 FL. OZ. AND 4. FL. OZ. 1S IDENTICAL

IMMEDIATE CONTAINER LABEL - BACK

DIRECTIONS FOR USE: 1. Apply A-200 Pyrinate Shampoo to dry

hair and scalp {or other infested areas) to completely wet area
being treated. Massage in. {(For head lice, avoid getting product
into eyes. Helpful hint: When shampooing a child's head, place
towel across forehead.) 2. Allow product to remain for 10
minutes, but no longer. 3, Rinse treated area thoroughl with
warm water. Towel dry. 4. Comb hair with fine-tooth co.. to
Ttemove dead lice and eggs. 5. Repeat treatment in 7-10 days.
Repeat earlier if examination discloses reinfestation has
occurred. Do no use more than 2 applications of A-200 Pyrinate
Shampoo in 24 hours. When used on children, adult supervision is
recommended .

WARNING: NOT TO BE USED ™Y PERSONS ALLERGIC TO RAGWEED. DO NOT
USE NEAR EYES OR PERMIT CONTACT WITH MUCOUS MEMBRANES. IF PRODUCT
SHOULD GET INTO EYES, DO NOT RUB AND IMMEDIATELY FLUSH WITH PLENTY
OF CLEAR WATER. CONTACT WITH EYES MAY CAUSE TEMPORARY IRRITATION.
DO NOT LEAVE CHILDREN UNATTENDED WITH.PRODUCT ON THEIR HEADS.
. HARMFUL IF SWALLOWED. DO NOT INHALE. IF SKIN IRRITATION OR
INFECTION IS PRESENT OR DEVELOPS, DISCONTINUE USE AND CONSULT A
DOCTOR.

Store at room temperature. Do not reuse empty bottle. Wrap and

put in trash., See bottom of carton for lot number and expiry date.

ACTIVE INGREDIENTS: Pyrethrins 0.33%, Piperonyl butoxide
technical 4%*.

INERT INGREDIENTS: Benzyl Alcohol, Butyl Stearate, Fragrance,
Octoxynol-9, Oleic Acid, Oleoresin Parsley Seed, Petroleum
Distillate, Water.

*Equivalent to 3.2% (butvlcarbityl){(6 propylpiperonyl) ether and
0.8% related compounds.

EPA REG. NO., 39159-2-37677

EPA EST. 39159-PR-1

Manufactured by USV (P.R.) Development Corp., Manati, P.R. 00701
Distributed by NORCLIFF THAYER INC., Tarrytown, NY 10591

SR




La soiucion
al problema
delos piojos

con eluso de

A200

PYRINATE®
champu pediculicida

Mata a los piojos
y sus huevos

Lai presencia de las fndillas se
nuniliestin por picizon en el
pubis. Algunas veces se notan
marcas azuladas de picaduras en
estits misonis partes del cuerpo.
La presencia de piojos del

cret pose manifiesi por L picac
2o intensicen el cuerpo, lin
piernas o los brazosde fa per
sona infestadie. A memudo,
pequenas nareas rojizas de pica-
zom ¢ los hombros, entre ¢stos
oalrededor del taille,

COMO TRATAR
TODOS LOS TRES
TIPOS DE P10 JOS
CON EL USO DEL
CIIAMPU A-200
PYRINATE.

Lacliminaciin sin riespade los
[MHOJERS B2 CONSERUC Com i Eakannicnig

de Khminutos con el chimyi A-200)
Prringie. Fale producio natis los

LI U™ DI T IUSUD
QUE .NFESTAN A
LOS SERES :
HUMANQOS

L piojo de ba cabeza s el tipo
de piajo mis comim, General-
menle se encoent en fos cabe-
Hos linos de Ty cabeza y en el
cuvro citbelludo, Millones de
nidos de edad escolar se con-
tagiin de piojos kxdos los anos.
No hay por qué avergonzarse ni
turbarse. Los piojos de la cabezn
no son sefal de falta de fimpie-
za de su hiju ni de su casa, La
infestacion puede eliminarse
Ficilmente con el clwanpa A-2060
Perinaie: un electivo y seguro
tetimiento de champ,

Las kndillay se posan en el pubis,
El piojo deld cierpo se encuen-
tracgeneralmente en s costuras
de Lt ropa,

CONTAGIO

Lox piojos de lu cabeza se con- 5

Instrucciones para ol uso:

I. Aplisjuese el chinpi A-20%)
Pyrinate al cabello y el cuero
cibelludo o cualguicr olras paries
infustisdin cusmde eatian secas. Use
suliciente cantickad <let producto para
niafar conpletumente Ja zonatratauda,
Adenis ablenendo contaclo com-
pletaste] praducto con fa rona
infestda por nwedio de masajes.
(Para pinjos de fa cabeza evile
contacto del producto con los vjus.
Conscjoitil: aplicando el chuampi a
Lt eadxe i dde um miivo pongale una
teal lia cruzandey la ficote )

2. 1Déje que el champd permanesca
peor 1O mnmntos cuanto s,

X Enjuinge cuidadosamente con
apua calicnte kot aticky, Séguese
con urs (oilka. Use un peine condn
pana dhesenredar el calsello.

4. Use el penie e prevision especial
stninistiindo, peimido seeciones
peguein ciula vez. Repita fas
patsitdas del peine pani iemover
iofus los buevers, Limpic el peine
cuntun eepitlo pegueiio bajouna

Lo fisicoentre | 2rsonas o
pur conticio con mgetos de uso
personal (como decir peines, $°°
cepillos, sombreros, bulandass ®
ropatde cauma y tapizado de los, .
mucbies) que han estado en
CORACTO con una personi

infestida, .
- . . g - - .-
Lo hadiflas pencalmente seeon- 7 #WRA vidisa

Lgian por reliciones sexuales y; L,

ivveces por la ropade cama o
por el asiento del inodoro.

Lo piojos del cierpo se contie
BRI por conkiclo entre unit per
50Ny ol 0 por contiaclo con
rapa ersonal o ropicde cama
inlestadas.

COMO
DESCUBRIR LOS
PI0JOS QUE
INFESTAN A LOS
SERES HUMANOS

L presencia dv tos piojos en fn
cabeza se manifiesta general-

carriente de aguiccalienie, remje ¢l
peine enapua caliente (de nias de
1M 0 54 4°Chde S a U minutos
5. Repiia ¢l tratamiento en 72 10
dins.

Nouse niis de dos ttamientos de
chingni A-200H Pyemage en 24 huras.
Cuandda ex wsado peor piios la super-
vision de wn adult es aconsejable,

Medidas ndicionales de control:
Cuando dkscubre piojos enun
miembro de Ji Bamilia, los otros
micmbros de Ta Eanilia deben

rse imnediatamenie, y reci-
AMECHio 3 ¢ necesiriv.
Dunante e tratamienbo lxkas Las ves-
timentas, 1o de cama y olros
articulos personades deben Livarse
e apua calicnte Gynoximadiimente
LMY o 54.4°C) o limpiados a secw.
Allombe, tapizindus y colchones
cleben Timpianse bido con un
aspiracdon eléctrica. Tae s piojos
de cabesa, peines y cepillos delen
e i it caliente Giproai-
nkshnente 1M Fo S0 4°Chde 5a
10 minutos,

YCUICTIS TGN
<ty eaeroent
HLULITRT DY
sos poen pronal
puccdi ver i sin
|u'ulmhlc {ue o
Illl;“l'l_'l!i.'_tllll: N

griuios dé Seie
Surcos de los o
menos de un e
cuero cabellud

Huevos de pioj
suhre los cabe

yei 4 travds de
punlos de pote

Advertenciaz
Nadebe ser usi
alérgicas al pale
Ambruonia,

Mimtenga cste p
atcanee de los ni
de lus ojos, cej
el contaci
IHICOSIS,

Irritacion lempo
¢l prexhucto pem
stcede, inmedia
whchian agust pan
. Nose del
icilaciones de |
e infeecidn co

Larat WSt CXLerIn
(G i L d
medio ynbicnt
sucinga origmal



