LICE KILLING- piperonyl butoxide, pyrethrum extract shampoo
Weeks & Leo Co., Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Herklin Lice Killing shampoo

Active ingredient
Piperonyl butoxide 4%

Pyrethrum extract (equivalent to 0.33% pyrethrins)

Uses

treats head, pubic (crab), and body lice

Purpose

Lice treatment

Warnings

Do not use

® near eyes

¢ inside nose, mouth, or vagina

e on lice in eyebrows or eyelashes. See a doctor if lice are present in these areas.

Ask a doctor before use if you are
e allergic to ragweed. May cause breathing difficulty or an asthmatic attack.

When using this product

e keep eyes tightly closed and protect eyes with a washcloth or towel
e if product gets into eyes, flush with water right away

e scalp itching or redness may occur

Stop use and ask a doctor if

e breathing difficulty occurs

e eye irritation occurs

e skin or scalp irritation continues or infection occurs

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away



Directions

Important: Read warnings before use
Adults and children 2 years and over:

Inspect

check each household member with a magnifying glass in bright light for lice/nits
(eggs)

look for tiny nits near scalp, beginning at back of neck and behind ears

examine small sections of hair at a time

unlike dandruff which moves when touched, nits stick to the hair

if either lice or nits are found, treat with this product

Treat

apply thoroughly to DRY HAIR or other affected area. For head lice, first apply behind
ears and to back of neck.

allow product to remain for 10 minutes, but no longer

use warm water to form a lather, shampoo, then thoroughly rinse

for head lice, towel dry hair and comb out tangles

Remove lice and their eggs (nits)

use a fine-tooth or special lice/nit comb. Remove any remaining nits by hand (using a
throw-away glove).

hair should remain slightly damp while removing nits

if hair dries during combing, dampen slightly with water

for head lice, part hair into sections. Do one section at a time starting on top of the
head. Longer hair may take 1 to 2 hours.

lift a 1-to 2-inch wide strand of hair. Place comb as close to scalp as possible and
comb with a firm, even motion away from scalp.

pin back each strand of hair after combing

clean comb often. Wipe nits away with tissue and discard in a plastic bag. Seal bag
and discard to prevent lice from coming back.

after combing, thoroughly recheck for lice/nits. Repeat combing if necessary.
check daily for any lice/nits that you missed

a second treatment must be done in 7 to 10 days to kill any newly hatched lice

if infestation continues, see a doctor for other treatments

Children under 2 years: ask a doctor

Other information

do not freeze

store at controlled room temperature 20°-25°C (68°-77°F)

to report serious side effects due to the use of this product call 515-276-1586
see package insert for additional information

Inactive ingredients

ammonium laureth sulfate, fragrance, PEG-25 hydrogenated castor oil, polyquaternium-
10, purified water, SD-40 alcohol



Package Insert

Maximum Strength Lice Xilling Shampoo

Kills Lice &

HERKLIN

LICE TREATMENT ) .
Piparonyl butanido 4% Eliminates Nits’
Pyrethrum extract {0.33% pyrethrins)
HERKLIN offers a o ive and effective to eliminate lice and nits. Follow steps

accordingly in order to eliminate the root cause. Applying treatment only takes 3 simple steps.

DOSAGE AND USAGE

The entire family should be checked. Apply treatment to those members who show
signs of live lice.

STEP 1: APPLY
With dry hair, apply sufficient shampoo amount to moisten all of the hair,
massage then leave for 10 minutes then rinse with water.

@ STEP 2: REMOVE

Remove lice and nits while hair is wet, using the included comb.

&

STEP 3: REPEAT
Repeat treatment 7-10 days later.

To treat body and pubic lice (crabs}, apply in the same way in the affected areas.

CONTACT AN EXPERT

TRt (844) HERKLIN (437-5546)

HOW-TO VIDEOS 24 HOUR HOTLINE

*"Proper use of nit comb removes nits.

58-253v5.0
HERFORAD317

NOTE TO OUR CUSTOMERS:

RECOMMENDED APPLICATION

|‘#

Hair Length Recommended Application® for 1 Adult/Child
{se‘;gglgth orshorter) ﬂ‘,:ﬁ:‘k izég
MY ) | S =
;:a':fshoulder length) ﬂ":ﬁ:m %EEE

'Recommended application dependent upon hair thickness

DID YOU KNOW?

Head lice

» lay small white eggs nits) on hair shaft close to scalp

 hits ara most saslfy found on back of neck or belilnd ears

« disinfeet hats, hair ribbons, scarves, coats, towels, and bed
linens by maching washing in hot water (above 54 °C (130
°F), then using hatiest dryer cycla for at Isast 20 minutes

= items that cannot be washed (bedspreads, biankets, pillows,
stufted toys, etc.) shoukd be dry-cieaned or sealed in a plastic
bag for 4 weeks, then ramoved outdoors and shakan out vary
hard before using again

» items that cannet be washed, dry-cleaned, or stored may be
sprayad with a product designad for this purpose

« soak all combs and brushes in hot weter {above 54 °C
{130 °F)) for at least 10 minutes

= yacuum all carpets, matiresses, upholstorad fumiture, and car
st that ray haves baen used by affected people

Puble {crab) Bea

= may be transmitted by sexual contact. Sexual partners shoubd
be treated simuflaneously to-avoid reinfestation

« lioa ae very small and ook Iike brown or groy dots on sidn

&
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® ysually cause intgnse itching and lay small white eggs
{nits) on the halr shaft generally close o the skin surface

« may be present on te short hairs of groin, tighs, trunk,
and underarms, and occasionally on the beard and
mustache

« diginfact underwear by maching washing in hot water
{ahove 54 °C (130 °F), then using hottest dryer cycle for at
least 20 minutes

Body llce

« hody lica and thelr aggs {niis} are generally found In the
seams of clotling particularly in waisHine and armpit area

* body lice feed on skin then retum 1o clothing to lay their

6ggs

« disinfet clothing by machine washing in hot water (above
54 °C (130 °F), then using hottest dryer cycle for ot least
20 minutos

* do not seal clothing in a plastic bag because nits can
remain dormant for up to 30 days
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Shampoo contra Insplnl:s {l::lxlma potenda)
Mata los Piojos y
s ¢ Elimina las Liendres’
Pyrsthrum xtract {0.33% pyrethrins)

HERKLIN ofrece un tratamiento integral y efectivo para erradicar los piojos y las liendres.
Debe seguirlo al pie de la letra para eliminar de raiz el padecimiento. La aplicacién es muy
sencilla, con sélo 3 pasos.

DOSIS Y MODO DE EMPLEO

Se deberd revisar a toda la familia y aplicar el tratamiento solamente a quienes se les
detectzn piojos vivos.

@ PASO 1: APLIQUE

HERKLIN

LICE TREATMENT

aplique suficiente cantidad aseguréndose de humedecer con el
shampoo todo el cabello, dar un masaje y dejar actuar
posteriormente enjuagar con abundante agua.

PASO 2: RETIRE
Retire los piojos y [iendres mientras el cabello esté hdmedo, usando el peine incluido.

PASO 3: REPITA
Repita el tratamiento 7-10 dias después.

®

Para tratar los piojos del cuerpo y del pubis (ladillas), aplicar de la misma
manera en las dreas afectadas.

CANTIDAD RECOMENDADA

|‘#

Largo del cabello Cantidad recomendada’ para 1 adulto/nifio
DIA 1. 1-20z
CoRr0 DIA 7-10: 1-20z
{hasta la oreja 0 més corto) | ToTAL: 2-doz
DiA 1: 2-30z
MEDIO DIA 7-10: 2-3a
{hasta el hombro) TOTAL: 4-6oz
DA 1: 3-4o0z
LarGo < DIA 7-10: 3-4oz
(més abajo del hombro) TOTAL: yr
YAplicacion recomendada dependiendo def grosor def pefo
¢SABIA QUE?
Piojos de la cabeza » gs plo 1y poqueiiosy ot
« joen {lneg) s ol ol caea ol oniapi
cabeludo * hausalmants causan un picor intsniso-y ponen paquefios hugws
s lanches s socuerian l dioelo  blancos supaficedela

© tosiniscts sombrers, clntas para ol cabelio, bufandas, abriges, toallas y
Topa de came lavindolos a méagquing con agua caliente (a més de 54 °C
(130 °R] y usando el cicko da sacada més calisnts al menos 20
minuies

o arficulos que o 58 puedan lavar fcolchas, mankas, amohadas,
peluches, eic.) 32 deben limpér en seco o selar en una boka de

plel

© pueden encorirarse en el vello cortp de Ia ingle, los muslos, el
tronco'y las axdies, y ocesionalments en la barka y ol bigots

 desinfects i ropa inkerior lavinok 8 méquina con agus caliente (@
més de 54 °C {130 °F}, y usando ol cicko de secado méé callents
2l menos 20 minutos

piéstico durants 4 semanas, y iego sacar al are lsy sacudr blen Plojos del cuerpo
APOYO DE EXPERTOS BTES de vohera L 5 o del cUEO Y U eves (orkioe) 59 Sskon ancertrar en
© o artuos qus no 58 puedsi kavar, lImplar ) ! 125 Zonas de la cinfure
- pueden rociar con produckos disefiados para este propfsitn ylas ailes

« s 10006 s pelnes  copllcs an agua Calnts (amés 08 54°C s plojos el e el iely higovuenen ala

{130 *F) al menas 10 minutos TOPE pera poner Sus huews
o a5l colchonss, topbados y aslorosda  © i famis
— = CONTACTAR A UN EXPERTO Al ito esaros po mm-&um;ﬂymulummmmm
menos 20 min
VIDEOQS DE TRk (844) HERKLIN (437-5546} Plojos piblcos ladilzs) = 1 s b roph e una bosa o péstics porepe s Bend
INSTRUCCIONES LINEA DIRECTA DE 24 HORAS © pusten sar rangides por comactn seie. Las parejas seeies ieden permanecer latenies fisa 30 s
58-253v5.0 deben ser irataies simufidneamente para evitar infestacines
*El uso adecuado del peine liendrera elimina las liendres. HERFOMMAD317
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Drug Facts (continued)

@ look for tiny nits near scalp, beginning at back of neck and behind
ears

® examine small sections of hair at a time

@ unlike dandruff which moves when touched, nits stick to the hair

@ if either lice or nits are found, treat with this product

Treat

@ apply thoroughly to dry hair or other affected area. For head lice,
first apply behind ears and to back of neck.

@ allow product to remain for 10 minutes, but no longer

@ use warm water to form a lather, shampoo, then thoroughly rinse

@ for head lice, towel dry hair and comb out tangles

Remove lice and their eggs (nits)

@ use a fine-tooth or special lice/nit comb. Remove any remaining
nits by hand (using a throw-away glove).

@ hair should remain slightly damp while removing nits

@ if hair dries during combing, dampen slightly with water

@ for head lice, part hair into sections. Do one section at a time
starting on top of head. Longer hair may take 1 to 2 hours.

@ lift a 1- to 2-inch wide sirand of hair. Place comb as close to
scalp as possible and comb with a firm, even motion away from
scal

p.

@ pin back each strand of hair after combing

@ clean comb often. Wipe nits away with tissue and discard in a
plastic bag. Seal bag and discard to prevent lice from coming
back.

@ after combing, thoroughly recheck for lice/nits. Repeat combing
it necessary.

@ check daily for any lice/nits that you missed

@ a second treatment must be done in 7 to 10 days to kill any
newly hatched lice

® if infestation continues, see a doctor for other treatments

@ children under 2 years: ask a doctor

Drug Facts (continued)
Inactive ingredients
ammonium laureth sulfate, fragrance,
PEG-25 hydrogenated castor oil,
polyquaternium-10, purified water,
SD-40 alcohol

IMPORTANT: KEEP THIS OUTER
CARTON FOR FUTURE REFERENCE

Other information

@ do not freeze

@ store at controlled room temperature, 20 °C to 25 °C (68 F10 77 'F)
@ see package insert for additional information

j/\\\\ NI \\\\\\\k

Manufactured by Weeks & Leo Co, Ing.

for: ARMSTRONG LABORATORIOS DE MEXICO S.A. de C.V.
Divisién del Norte No. 3311, Col. Gandelaria Coyoacan, C.P. 04380,
Coyoacan, Ciudad de México, México. @rsTRONGS

Apply shampoo on
dry hair for 10 minutes.

Remove lice and nits
with comb provided

Repeat treatment
1 week later.

DON ‘T share combs, hrushes
or hats.

CHECK hair periodically to
detect lice early.

WASH ALL clothes, sheets
and towels recently used,
in hot water.

742530230
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LICE KILLING SHAMPOO
For the treatment of Head Lice, Pubic (Crab) Lice and Body Lice

DIRECTIONS

Important: Read warnings before using this product. A second treatment must be done

4}

rective
Elflfd safe
for the

whole

MAXIMUM STRENGTH

MAXIMUM STRENGTH

PIPERONYL BUTOXIDE 4 %
PYRETHRUM EXTRACT (0.33 % PYRETHRINS)

APPLY ON DRY HAIR

0 &
7 ‘323635“321092“
LOT NO.

NDC 11383-310.02

Drug Facts

Active ingredients Purpose
Piperonyl butoxide 4% . .. Lice treatment
Pyrethrum extract (equivalent to

0.33% pyrethrins) ... Lice treatment

Uses  treats head, pubic (crab), and
hody lice

Warnings

For external use only

Do not use

® near eyes

@ inside noss, mouth, or vagina

@ on lice in eyebrows or eyelashes.
See a doctor if lice are present in
these areas.

Ask a doctor before use if you are

® allergic to ragweed. May cause
breathing difficulty or an asthmatic atiack.

When using this product

® keep eyes tightly closed and protect
eyes with a washcloth or towel

@ if product gets in eyes, flush with
water right away

® scalp itching or redness may ocour

Stop usa and ask a doctor if

@ breathing difficulty occurs

® eye initation occurs

@ skin or scalp irritation continues or
infection occurs

Keep out of reach of children. If

swallowed, get medical help or

contact a Poison Control Center right

away.

Directions
© Important: Read wamings before use
@ adufts and children 2 years and over:
Inspect
® check each household member with
amagnifying glass in bright
light for lice/mits (eggs) >

EXPIRES

s

in 7-10 days to kill anu newly hatched lice eggs (nits)

Inspect




examine each household member with a magnifying glass in bright light for lice/eggs
(nits)

look for tiny eggs (nits) near scalp, beginning at the back of neck and behind ears
examine small sections of hair

eggs (nits) stick to the hair

if either lice or eggs (nits) are found, treat with this product

Treat

apply thoroughly to dry hair or other affected area. For head lice, first apply behind ears
and to back of neck

allow product to remain for 10 minutes but no longer

use warm water to form a lather, shampoo, then thoroughly rinse

for head lice, towel dry hair and comb out tangles

To Remove Lice and Their Eggs (Nits)

use a special lice/nit or fine-toothed comb (included). Remove any remaining eggs (nits)
by hand, using a throwaway glove

hair should remain slightly damp while removing eggs (nits)

if hair dries during combing, dampen slightly with water

for head lice, part hair into sections. Do one section at a time starting on top of the
head. Longer hair may take 1 to 2 hours

lift a 1- to 2-inch wide strand of hair. Place comb firm, even motion away from scalp
pin back each strand of hair after combing

clean comb often. Wipe eggs (nits) away with tissue and discard in a plastic bag. Seal
bag and discard to prevent lice from coming back

after combing, thoroughly recheck for lice/eggs (nits). Repeat combing if necessary
check daily for any lice/eggs (nits) that you missed

a second treatment must be done within 7 to 10 days to kill any newly hatched lice/eggs
(nits)

if infestation continues, see a doctor for other treatments

1. HEAD LICE

head lice lay small white eggs (nits) on the hair shaft close to the scalp

eggs (nits) are most easily found on the back of the neck or behind the ears

disinfect hats, hair ribbons, scarves, coats, towels and bed linens by machine washing in
hot water [above 54 C (130 F)], then using the hottest dryer setting for at least 20
minutes

items that cannot be washed, dry cleaned or stored may be sprayed with a product
designed for this purpose

soak all combs and brushes in hot water [above 54 C (130 F)] for at least 10 minutes
vacuum all carpets, mattresses, upholstered furniture, and car seats that may have
been used by affected people

2. PUBIC (CRAB) LICE

pubic (crab) lice may be contracted by sexual contact

sexual partners should be treated simultaneously to avoid reinfestation

lice are very small and look like brown or grey dots on the skin

pubic (crab) lice usually cause intense itching and lay small white eggs (nits) on the hair
shaft generally close to the skin surface

pubic (crab) lice may be present on the short hairs of the groin, thighs, trunk, and



underarms, -and occasionally on the beard, eyelids, and mustache
disinfect underwear by machine washing in hot water [above 54 C (130 F)], then using
the hottest dryer setting for at least 20 minutes

3. BODY LICE

body lice and their eggs (nits) are generally found in the seams of clothing, particularly in
the waistline and armpit areas

body lice feed on skin then return to clothing to lay their eggs (nits)

disinfect clothing by machine washing in hot water [above 54 C (130 F)], then using the
hottest dryer setting for at least 20 mintues

do not seal clothing in a plastic bag because eggs (nits) can remain dormant for up to
30 days

Save this insert for future reference

LICE KILLING

piperonyl butoxide, pyrethrum extract shampoo

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:11383-310

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name SBt?‘:I:gci’:Il Strength
PIPERONYL BUTOXIDE (UNIl: LWK91TU9AH) (PIPERONYL BUTOXIDE - PIPERONYL 49 in100 mL
UNII:LWK91TU9AH) BUTOXIDE
PYRETHRUM EXTRACT (UNIl: ZUMO06L90GV) (PYRETHRUM EXTRACT - PYRETHRUM 0.33¢g
UNII:ZUMO6L90GV) EXTRACT in 100 mL
Inactive Ingredients

Ingredient Name Strength

POLYQUATERNIUM-10 (400 MPA.S AT 2%) (UNIl: HB1401PQFS)
AMMONIUM LAURETH-2 SULFATE (UNIl: 69804Z48G6)
ALCOHOL (UNII: 3K9958V90M)
WATER (UNII: 059QFOKOOR)
PEG-25 HYDROGENATED CASTOR OIL (UNIl: 0ZNO9PJ)9))
Product Characteristics
Color yellow (Cloudy to transparent , cream to straw) Score
Shape Size
Flavor Imprint Code
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Packaging
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# Item Code Package Description Date Date
1 (DC3833107 4 i 1 carTON 05/17/2021
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Product
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