HERKLIN LICE TREATMENT - piperonyl butoxide, pyrethrum extract
MARCASUSA LLC

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 Treatment & Prevention Kit

Active ingredient
Piperonyl butoxide 4%
Pyrethrum extract (equivalent to 0.33% pyrethrins)

Uses

treats head, pubic (crab), and body lice

Purpose

Lice treatment

Warnings

For external use only

Do notuse
® near eyes
¢ inside nose, mouth, or vagina
e onlice ineyebrows 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
® 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

® eye irritation occurs

e skinor 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
e if hair dries during combing, dampen slightly with water
e 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 fromscalp.

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)
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

Consumer Information - Package Insert

English Insert



Maximum Strength Lice Killing Shampoo

Kills Lice &
Eliminates Nits’

HERKLIN

LICE TREATMENT

Piperonyl budoxide 4%
Pyrethrum exiract |0,33% pryvethring)

HERELIN alfers a comprebensive and eflective ireatment o eliminate lice and nits. Follow steps
accordingly in order to eliminate the root @use. Applying treatment only takes 3 simple seps,

DOSAGE AND USAGE

The entire family should be checked, Apply treatrment to those members wha show
signs of live lice.

=, STEP 1: APPLY
With dry hair. apply sufficant shampoo amount 1o maisten all of the hair,
v, STEP 2: REMOVE
ﬁ Remowe lice and nits while hair is wat, using the included comb

massage then leave for 10 minutes, then rinse with wates.
STEP 3: REPEAT

Fepeat treatment 7-10 days later,

Tov treat body and pubic lice {erabs), apply in the same way in the affected areas

EXPERT SUPPORT
Youlll)

HOW-TO VIDEOS

*Proper wse of nit comb removes nis.

CONTACT AN EXPERT

It (844) HERKLIN [437-5546)
24 HOUR HOTLINE

SER25hED
HERTDO1ANT 1}
Spanish insert

HERKLIN

LICE TREATMENT

Shampoo eontra los plojos (maxima petencia)

Mata los Piojos y
meaninusssess Elimina las Liendres’
Pyrethrum extract (8.33% pyrethrins]

HERKLIN ofrece un tratamiento integral y efectivo pasa ercadicar los piojes y las lendres
[abe sequirlo al pie dela letra para elimings de raiz el padecimiento. La aplicacion es muy
sentilla, con sdlo 3 pases

Fara tratar lns piojos del cuarpo y del pubis (ladillas), aplicar de la msma
manera en las arens afertadas

DOSIS Y MODO DE EMPLEO
PASO 1: APLIQUE
pasteriprmenta enjusgar con abundante agua.
Repita el tratamiznio 7-10 dias después,

Se deberd revisar a toda [a farilia y aplicar e tratamienta solamante a quisnes se Jes
, aplique sufidente tantidad asequrandose de humedecer con el
x+) PASO 2: RETIRE
Retire los piajos y liandres mientras el cabello estd himedo, usando el peine incluida.
APOYO DE EXPERTOS

detecten piojos vivos,
Con gl cabidlo sem
shampon todo el cabello, dar un masaje y dejar acluar durante 10
PASO 3: REPITA
Youl T

. . COMNTACTAR A UN EXPERTO
VIDEOS DE U (844) HERKLIN [437-5544)
INSTRUCCIONES LINEA DIRECTA DE 24 HORAS

BI53a50
HERMDo1AMITY

*Elyso adesuadn del peive liendrera elimiva las fendnes,

RECOMMENDED APPLICATION

Hair Length ommended Application’ for 1 Adult/Child
DAY 1: 1-2
SHORT DAY 7-10: 120
{ear length or shorter) | Jomn 24w
DAY 1: 2-3oz
ijmﬂ" o DAY 7-10: 2-3o
{shoulder length) ToTAL: d-6or
mm nay I:' : 3 _— 4or
{past shoulder length) ﬁ‘ﬂiw :_: ﬁ

TRecommended application dependent upan har thickness

DID YOU KNOW?

Hizad Fioe

« |ey emal ‘whia aggs inke} on hair snett chase o sealp

it e st sy feund on Back ol eesk or bebind cars

» disinfiect hats, harr nbbons, scerves, coats, fowels, end ed
|nes by meachine wizshing in hel waer (aisove 54 °C (130
“Fi, then using hatiest érvar cpche fioe at laast 20 minutes

= ipeets thal caangl e washed bedspeeads, binkess, pllines,
stutiad oy, i) should be dry-cleened or sazled in & plestic
biag fiw 4 waeds, this remautd oultdooes ind Sakin oul viry
hand before esing again

w it thal il be washid, dry-cleaned, or shoned may b
spreved with 8 poduct dasigrad for this purpase

» anak Al combs and brushis in bl wae Gibowe 54T
(130 *F) for at least 10 minetes

= vacwum al capels, malineses, upholsiered lumiung, and G
sadls Tt may R ean 1ad by afecied paopk

Puble: jerah) bize

= may b fraresmithisd by seoaual ooniac). Seial s stould
be treaad simultznaously o ewaid reinlestzsion

w [ice an viery srmall s Jook |k besen or grey dals an shin

= ussally cause inlens ching and by seall white epgs
(niteh on the har ehalt gensrally coes to the shis surace

= may be present on B shorl bairs of groin, thaghs, tnk,
and underanme, and occasonelly o Me baend and
migwche

* disinfect usdenwear by maching weshing in hal welsr
(b 54 °1 (130 0L Shen using Bothest dryer cythe foral
lesast 20 minetes

Badylice

= body lioe and Hheir g fies am pereraly fund in the
s of dothing particulrly in matsding end ermpit area

= hody le fesxd an skin then retum b cothing B lay their
200

= diginfect clathing by maching washisg in hol water (3o
54 °C 1 30 °FJ, then using hottest dryer cycke far at least
M minub

o not seal dothing in a plestic bap becawes nits can
rermain dormant for up o 30 days

CANTIDAD RECOMENDADA

Largo del cabello Cantidad recomendada’ para 1 adulte/nifio
oA 1: 1-202
CoRTO pid 7-10: 1-Z08
{hasta la oreja 0 mds corte) | Tomal: 7-4dor
D4 1; &-Jor
MEDIO Dia 7.10: 2-3a
{hasta el hombra) TOTAL: T
LARGO oA 1 3-d4a
sc shaio del homb DI 7-10: 3-dm
(mis abajo del hombra) TOTAL: &-8oz

"Aplicactdn recomendaca dependiendo del groser del pelo

;SABIA QUE?

Fijis 04 J1 cabara * I35 ik 50% (ALY PEQUERES | [RECEN DeTias MENTres 0 (e
+ panan pageston e Dlnoos lendss)on ol catelb cema e anlapd
hahuk » hatwhsabmente causen un picor inkansa y panan pajueis use:

o | fendsss g8 encieninan haliedmetle en b park: poskena i aeds Slarcoe (pandreg an |3 perte e vela cercenaa f soperlice geje
o chefris ch bes s =
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pd e cama lawindehe @ miguna con apE clenie mas de 4T oo 1 ks s, v ccasonaimente an b terta v ol bigoie

(130 FiL v usanda e cick e secedo mis cabama 3l manes 2
minidzss

* jas Erboulos us o 52 pusden b oldias, manteE, 4 eohadis,
pehutes, £k 88 b frpir &8 crrnig el e et hoje e
phistion durirmye 4 smons, ¥ leego Sxcar e e y Sxdr bien
ks devober 3 sar

puBdlen 1ciar con poductos keiades pars ast pugisi
+ camera s bos peines y caplld en ague caliente (B mds 0 54 T
{130 °F) &] masea 10 minehs

o cepire Iodas s afamios cokhinas, ruehiss [apirad ¢ aseaks Se

aglomind s Fern Sdo s por pasairoe: abstads

Fiains pibicos |lasilas)
 [uaden ser FEaTiRdn por comacts sesvel Les panaias semiales
dehen 3 I.wma'l_la'esmrlswa pwilar imeslananes

» hesimiacts b2 ropa interior Ewdncol & mageing oos agua cabeske 1
ms e 54 00130 A, y wsendy £l ok de secado mas cabane
almenaa 20 minuie

Pidjs de| Euisga
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Herklin

LICE TREATMENT 7 PREVENTION KIT

With Natural Head Lice Repellent to help prevent Lice reinfestation after shamporr treatment

conrepelente de piojos natural para ayudar prevenir la reinfestacion de piojos despues del tratmiento
con shampoo

Plus NATURAL HEAD LICE REPLEELLENT TO PREVENT REINFESTATION
Kills Lice & Eliminates Nits*

Mata Los piojos y elimina las liendres

ONLY 3 STEPS/SOLO 3 PASOS

1 Eliminate 2 Remove 3 Control

Effective & Safe for ages 2+

CAUTION: KEEP OUT OF REACH OF CHILDREN
Instrucciones en espafiol incluidas

SHAMPOO 8 FL OZ

Natural lice repellent spray

1 NIT REMOVAL COMB

BILINGUAL HOW-TD VIDEDS:
Videns bibngias de merecckanas:

par Mminas.

Ao lige and #ils Visit HERKLIN US&

with canb previded. an YouTube fee

Retire ks ghajas v shap-hy-step vidaos.

Feadess con al paing I - Wity umrira cam 4 YeaTass

il ingk. B O | v e EOEETETH
N PR

i ot et Use Manweal dlead Lice
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Be=" e et y Seira pena s H E @
E— . sa1s . HoeklmUSH
i LICE COMB INCLUDED
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HERKLIN LICE TREATMENT
piperonyl butoxide, pyrethrum extract kit




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75940-182
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:75940-182-08 1in 1 CARTON; Type 0: Nota Combination Product

Quantity of Parts

Part # Package Quantity
Part1 0 BOTTLE 118 mL

Part1of 1
LICE KILLING

piperonyl butoxide, pyrethrum extract shampoo

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

PIPERONYL BUTO XIDE (UNIl: LWK9 1TU9 AH) (PIPERONYL BUTOXIDE -
UNIELWKS9 1TU9 AH)

PYRETHRUM EXTRACT (UNIl: ZUM0O6L90GV) (PYRETHRUM EXTRACT -
UNIEZUMO6L90GV)

Inactive Ingredients

Ingredient Name
POLYQUATERNIUM-10 (400 MPA.S AT 2 %) (UNIL: HB140 1PQFS)
AMMO NIUM LAURETH-2 SULFATE (UNIL: 69804Z48G6)
ALCOHOL (UNIE: 3K9958 V90 M)
WATER (UNIE 059 QFOKOOR)
PEG-25 HYDRO GENATED CASTOR OIL (UNI: 0ZNO9PJJ9J)

Product Characteristics

Color yellow (cloudy to transparent, cream to straw)
Shape

Flavor

Contains

01/03/2014

Total Product Quantity

Basis of Strength

PIPERONYL
BUTOXIDE

PYRETHRUM
EXTRACT

Score
Size

Imprint Code

Strength
40 mg in 1 mL

3.3 mg
in 1 mL

Strength



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 237 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part358G 02/01/2014

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part358 10/28/2010

Labeler - MARCASUSA LLC (016139820)

Registrant - weeks & Leo Co., Inc. (005290028)

Establishment
Name Address ID/FEI Business Operations
Weeks & Leo Co., Inc. 005290028 manufacture(75940-182)

Revised: 4/2019 MARCASUSALLC
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