CVS 3 STEP LICE SOLUTION:- piperonyl butoxide, pyrethrum extract
CVS

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.

CVS Haircare Lice Killing Shampoo 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
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1-2-3 Lice Treatment System

Completely eliminate lice from your family and home.

22-Feb-17 | L

Compare to the
active ingredients in RID®*

This product should be
used AFTER Lice Killing
Shampoo (Step 1).
Combing out eggs (nits)
is an essential step to
complete lice elimination.

STEP 1:

LICE KILLING
SHAMPOO

STEP 2:

COMB-OUT SPRAY |

STEP 3:

HOME SPRAY

Hair spray & comb
gently removes
lice eggs

Spray kills lice,
bedbugs and mites
on bedding & furniture

Shampoo kills
all kinds of lice
on contact

NOTE: NOTE:
= Use towels to protect eyes from treatment = A special lice /nitt comb (included),
and prevent clothes from getting wet. or any other fine-toothed comb,

* Use Lice, Bedbug & Mite Spray to kill lice and
their eggs on mattresses, furniture, and other

Usage Guidelines fion-washable items. A regular disinfectant spray

« Apply Lice Killing Shampoo thoroughly to must be used to remove lice, eggs Hair Approximate Amount Witk e sl iar o
DRY HAIR or other affected area. {nits) from hai. Length For 1 Adult / Child: * After spraying the infested area, vacuum rugs and
: (S i . Dispose of the vacuum cleaner bags
« Wetting the hair dilutes the treatment. * Before starting, have on hand - e Sped
mmﬁg it less effective. - extra towels Short gmi\gmm 1 oz after use.
= = - bobby pins or hair clips (ear length n on: 10z * Wash all clothes, towels, washable hats, scarves,
gaddio i, le o od hon iap Yy - facial fissues or paper towels or shorter Total: 202 ¢oats, and bed linens in hot water, Dry' in bigh
gz oG i - regular comb for parting . = z heat for at least 20 minutes.
the active ingredients to penetrate tf H and detangling hair Medium /Long First Application 202
- throw-away glove (shoulder length Second Application: 2 0z * Dry clean non-washables.
( - plastic bag or longer) Total: 40z = Parsonal combs and brushes may be disinfected
Usage Guidelines * For children, find a lon 16 by soaking in hot water (above S4°C [130°F]) for at
ease the combing process least 10 minutes.
Hair Approximate Amount (e.g., books, TV, game). * Place stuffed toys in plastic bags and seal them
Length For 1 Aduit/ Child: = Comb out damp hair with a regular wide-toothed comb to take out snarls and tangles. for 4 weeks.
Short First Application: 1oz-20z .
I S S
or shorter) Total: 20z-40z *Homeand auto  * Bike/sports
Medium First Application: 20z-30z = Apply Lice & Egg Comb-Out Spray to one section of hair. upholstery helmets
{shoulder Second ngpln:;iiun; 20z-307 {Do not apply to entire head at once, since spray dries quickly.) * Mattresses, + Coats, scarves,
length) Total: 40z-60z * Massage thoroughly until all strands of hair in this section are covered with the spray. g;:m:;es earmufis & gloves
= o, il « Hold the comb with the teeth facing you, enT e
(past shoulder  Second Application: 3 0z - 4oz e = Shothog 0
length} Total: Boz-8oz * Barrettes / hair
* Stuffed animals,  omaments
* Lift & 1- to 2-inch wide strand of hair. Place comb as toys + Hair rollers
close to scalp as possible and comb with a firm, even * Headphones e Cambaand
1 motion away from scalp, from the roots to the ends of the. o fints AR
hair (newly laid eggs are found near the roots of the hair so
« Apply thoroughly to dry hair or ather it is important to get the teeth very close to the scalp). * Headbands * Baseball caps

affected area. For head lice, first apply
behind ears and to back of neck.

* Pin back each strand of hair after combing.

* Always comb away from the head.

* 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.

= Allow product to remain for
10 minutes, but no longer.

10 Minutes

SECOND
TREATMENT

DAILY
CHECKING

* Pin back the 1- to 2-inch strand you just finished
combing with a babby pin or hair clip.

» Lift up another 1- to 2-inch wide strand with spray and
repeat the combing procedure.

* Add warm water and massage to
form a lather, = When one section with spray has been combed and pinned, // Repeat the same procedures
e apply Lice & Egg Comb-Out Spray to another section of hair [ i in 7-10 days for
IR L L 1to 2 inches at a time until entire head has been combed Carefully inspect infested
and pinned (longer hair may take 1 to 2 haurs). STEP 1: [ STEP 2: family member daily for at
C— i s [l S | e
eggs or nits, repeat Step 2.
corb out tangles. that were not combed after | for head lice. If anyone slse
* Proceed to Step 2. * Keep the hair damp during combing and re-apply Lice & Egg Comb-Out Spray the first treatment. These in the family is infested,

Py e U S as needed. If hair dries during combing, dampen slightly with water. eggs will hatch and need to follow Step 1 and Step 2.

T | Cyan Magenta

in 7 to 10 days to kill any newly » After combing, thoroughly recheck for lica / eggs (nits). Repaat combing if :’e killa:’twm the second z;":: gﬁ;:‘:&:mﬁch
hatched lice. necessary. If desired, you may also wash with regular shampoo. satment. i i o o)
* Check daily for any lice /eggs (nits) that you missed.
* It infestation continues, see a doctor for other treatments.
Frequently Asked Questions  ftams that cannat ba washed, dry-cleaned, or stored may « Usually cause intense itiching and lay small white eggs * Body fica feed on skin then return to clothing to lay thair eggs. Z

What are head lice?

» Lay small white eggs (nits) on hair shaft close t scalp.

* Mits are most easily found on back of neck or behind ears

 Disinfect hats, hair ribbons, scarves, coats, towsls, and bed
lingns by machina washing in hot water above 54'C [130°F]),
then using hattest dryer cycle for at least 20 minutes.

« ttems that cannot be washed (bedspreads, blankets, pillows,
stuffed toys, etc.) should be dry-cleaned or sealed in & plastic
bag for 4 weeks, then removed outdoors and shaken out very
hard before using again

Black

be sprayed with a product designad for this purpose, such
& the Lice, Bedbug & Mite Spray.

» Soak all combs and brushes in hot water (above 54C
[130°F)) for at least 10 minutes,

» Vacuum all carpets, matiresses, upholstered fumiture,
and car seats that may have been used by affected people.

What are pubic lice (crabs)?
* May be transmitted by sexual contact. Sexual pastners
should be treated simultanecusly to avoid reinfestation.

= Lice are very small and ook like browm or grey dots on skin.

{nits) on the hair shaft generally close o the skin surface.
» May b presert on ihe short hairs of groin, thighs, trunk,
and underarms, and occasionally on beard and mustache.
* Disinfect underwear by machine washing in hot water
{above 54T [1307]), then using hottest dryer cycla for at
least 20 minutes,
What are body lice?
= Bady lice and thewr eggs (nits) are gengrally found in the

seams of clothing particularly in waistine and armpit area.

+ Disinfect clothing by machine washing in hot water (above

54 [130°F]), then using holtest dryer cycle for at east 20 minutes

+ Donot seal ciothing in & plastic bag because nits can reman
dormant for up to 30 days.

Who do we call for more information?
If you have questions, call 1-877-974-7167.

*This product is not manufactured by Bayer
HealthCare, distributor of the product RID®,
Nits are fice eggs.

212
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1-2-3 Tratamiento Sistematico
Para La Eliminacion De Piojos

Elimine completamente los piojos de su hogar y su familia.

22-Feb-17

Comparar a los ingredientes
activos en el RID™

[

PASO 1:

LIMPIEZA

Shampoo para
matar piojos

NOTAS:

= Utilizar toallas para protejer los ojos al aplicar el
tratamiento y para prevenir que la ropa se moje.

* Aplicar el tratamiento a fondo en cabsllo
completamente seco u otras areas afectadas.

* El cabello humedo ooacmnaque el tratamiento
sea menos efectivo.

* Adicionalmente los picjos afianzarse m:
en al agua, haciendo que se dificulte la penehsum
de los ingreclients activos para acabar con ellos.

(Direcciones de Uso \

Longitud  Cantidad Aprox.

del Cabelle Por 1 Adulto/Nifio:
Corto Primera Aplicacion: 10z 20z
(Nivel de oidos  Segunda Aplicacion:  10z- 20z
omascorto)  Total: 20z-40z
Mediano Primera Aplicacion:  20z- 30z
(MNivel de Sequnda Aplicacion:  20z- 30z
hombros) Total: 40z-60z
Largo Primera Aplicacion: ~ 3oz-40z
(Mas alla de ‘Segunda Aplicacion:  30z-40z

hombros) Total: Boz-80z
A 2

= Aplicar a fondo en cabello seco u otras
areas afectadas. Para los piojos de la
cabeza, aplique primero detras de las.
orejas y la parte posterior del cuello.

* Dejar el producto en el
cabelio por solo 10 minutos,
no mas.

10 Minutos

* Afiadir agua caliente y masajear hasta
formar espuma.
* Enjuagar a fondo.

= Para los piojos de la cabeza, el cabello
con una toalla seca u peinar las entedos.
* Vaya al paso 2.
Un Segundo tratamiento debe ser llevado a

cabo de nuevo dentro de 7 a 10 dias para
matar cualquier piojo recien nacido.

Este producto se debe
utilizar despues del champu
para matar picjos (Paso 1).
Peinar los huevecillos
(liendres) es un paso
esenclal para lograr la
Aerosol para peinar ellminacion de los piojos.
piojos y

huevesillos

NOTAS:

* Un peine especial para piojos / endres!
{incluido) o cualquier ofro peine con
dientes finos, debera ufilzarse

Direcciones de Uso

T ; Longitud Cantidad Aprox.
fettee poeiaction enckes) del Cabello Por 1 Adulto/Nifio:
* Antes de iniciar, fenga a la mano: Corto Primera Aplicacion: 10z
- foallas. extras (Nivel de oidos Segunda Aplicacion: 10z
o mas corto 3
- kleenex o toallas de papel . 2 A
- peine regular para partir y Mediano /Largo  PrimeraAplicacion: 2 0z
desenredar & cabello {hitvel de hombro Segunda Aplicacion: 2 0z
- quantss deshechables Gl il Totak: doz
- bolsa de plastico

* Para nifios encuenire una distraction para
faciltar el peinado (por sjemplo ver las television, libros o jueges).
» Cepille el cabello humedo con un peine regular de dientes anchos para retirar los nudos.

= Aplicar el aeroscl para piojos y huevesillos a una seccion del cabello,
{No apligue a todo el cabello al mismo tiepo ya que el aerosol se seca rapidamente.)

*» Masajee a fondo hasta que toda esta seccion del cabello esta totaimente cubierta de aerosol.

* Mantenga el peine con direccion hacia usted,

= Levante secciones de cabello, de 1 a 2 pulgadas de ancho.
Go\oque ¢l pelne lo mas cerca possible al cuero cabelludo y
o desde &l cuero
caballum hasta las puntas del cabello(tcs huevesillos nuevos
normalmente se encuentra cerca de las raiz del cuero cabelludo).
= Despuss de peinar cada seccion de cabello, cologuela hacia atras
con Una pinza.

= Siempre peine hacia afuera de la cabeza.

= Limpie el peine a menudo. Limpie los huevesillos y las liendres con
un papel y tirelos en una bolsa de plastico. Selle la bolsa y tirela para
prevenir que los piojos vuetvan

* Cologue hacia afras la seccitn de cabello que ya
esta peinada y detengalos con una pinza o un pasador.
= Levante otra seccin de cabello de 1 a 2 pulgadas de
ancho y con el aerosol repita el mismo procedimiento.
= Cuando una seccian de cabello con aerosol ha sido peinada y
ccolocada hacla atras, aplique el aerosol para piojos v liendres &
ofra seccion de cabello de 1 a 2 pulgadas de ancha y asi hasta
que toda la cabeza halla sido peinada (sl cabsllo largo puede
tomar de 1 a 2 horas).

i,

* Mantenga humedo el cabello durante el peinado y repita la aplicacion del aerosol conforme lo
requiera. Si el cabello se seca durante el procedimiento humedescalo ligeramete con agua.

= Despuss de peinar revise nuevaments para comprobar que no hayan quedado piojos o
liendres. Repita el peinado si es necesario. Si asi lo desea puede lavar el cabello con un
shampoo regular.

+ Revise diarlamente por algunos piojes o iendres que hayan quedado.

# 5ila invasion continua, visite a su medico para otro tratamierto.

Aerosol para
chinches y piojos

* Utilizer el aerosol para chinches y piojos para eliminar los
plojos y sus huevesillos, de colchones, muebles, y
cualquier otro objeto no lavable, Gualquier asrosol
desinfectante regular no matara los piojos o sus
huevesilios

= Despues de resear el area infestada, aspire alfombras y
carpetas. Desheche las bolsas de la aspiradora despues
de usarlas.

* Lave ropa, toallas, gorros, bufandas, abrigos, y sabanas y
cobijas con agua caliénte. Secar a temperature alta por
lo menos 20 minutes.

* Limpiar en seco lo no lavable.

* Peines personales y cepillos pueden ser desinfectados
remojandolos en agua caliénte por lo menos 10 min.

= Coloque peluches previamente roseados con el aerosol
en una bolsa y sellelas por 4 semanas.

Lista de Verificacion
* Tapiceria de hogar = Casco de bicicleta
¥ automovil » Abriges, bufandas,
* Colchones y orejeras y guantes
fundas
de almohadas = ;"pe{es defuego
* Sabanas y cobijas i
* Adornos para el
* Toallas cabello
* Peluches * Rodilles para el
= Audifonos cabella
* Gorros * Peines y cepillos
* Bandas para la * Gorras de beishol
cabeza

SEGUNDO REVISION
TRATAMIENT DIARIA
Repita el mismo procedimiento | Para prevenir la
dentro de 7-10 dias. Reinfestacion:
Ir\gpamlnnardaﬂay
cuidadosamente por dos

sermanas a las personas
infestadas. Si ve huevesillos o
liendres repita el paso 2.
Revise a otros miembros de la
{amilie. Si algun otro familiar
esta infestado, repita pasos 1
¥ 2. Repita el paso 3 con
cualquier objeto que hayan
tenido contacto.

PASO 1 PASD 2
LIMPIEZA PEINAR

Puede que haya huavesillos
que no se peinaron despues
del primer tratamiento. Estos
huevesillos naceran y
necesitara eliminarlos con el
segundo tratamiento.

&n una balsa de pléstico durente 4 semanas, huego s relira &l aire
fibre, y s agita de farma muy duro antes de usar otra vez

« Los articulos que no se pueden kavar, impiar en saco o almacenado
puede ser rociados con un producto diseiado para este propdsito,
1ales como los piojos, ks chinches y Acaros aerasol

» Remoie todas los peines y cepilos en agua caliénte (por encima de
54 [130°F]) durante al menes 10 minutos.

. A.qxremdar las alfombras, colchanes, muebles tapizados v asientos

den haber sido utilizados pos las personas

Preguntas mas Frecuentes

&Qué son los piocjos?

» Ponen huevecilles blancos (las liendres) en el eje o8l pelo cerca
el cuero cabelludo.

» Las liendres son mas faciles de encontrar en Iz parte posterior dl
cusllo o detras de las orejas.

» Desinfectz los sombreros, cintas para el cabello, bufandas,
abrigos, toallas y sabianas y cobifas por el I quing en
‘agua caliénte (por encima dz 54 C [130°F], a cantimacion,
utikzando el ciclo mas caliénte de la secadora por lo menos 20
minutos.

= Los articulos que o se pueden lavar (colchas, mantas,
aimohatas, peluches, etc) deben impiarse en seco 0 uardarse

afadxhs

£Qué son los piojos del pubis (ladillas)?

# Puede sar transmitida por contacto sexual. Las parejas sexuales
deben ser tratados simultdneamente para evilar la reinfestacion.

T | Cyan Magenta Black

Principal Dis play Panel
CVS Health

» Los 5an muy pequefios y se ven como punlas de color
marmdn o gres en la plel.

* Por ko peneral, los piojos causan picasan intensa y ponen hueveciios
biances {liendses) en el tallo del cabello por o general cérca de k2
superficio daa piel.

» Puede estar presente en los cabeflos corlos de la ingle, los muslos, el
tronco y las axiias, y, ocasionalmente, en las barba y 10s bigote.

# Desinfectar Ia ropa interior par lavado 2 mdquina en agua caliénte
{por encima de 54°C [1307F]), a continuackdn, utilizando el cicl més
caliénts de fa secadora por lo meaos 20 minaos.

4Qué son los piojos el cuerpo?

#Los plojos dal euerpd y sus hueves (liendres) se encuentran peneralments
en las costuras de la ropa fodo en fas zonas linza de la cintura y la axila,

« Los piojos del cuerpo se afimentan de la piel luego regresar
@l 1908 para pane sus huevos.
» Para desinfectar la ropa puede lavar a maquina en agua caliénte
{por encima de 54°C [130°F]), a continuacitn, utiizando mas
caliénte ciclo da la sacadora por ko menos 20 minutos.
« Mo selle fa ropa en una bolsa de pidstico porgue |as liendres
pueden permanecer en estado latente durante un médxmo de 30 dias.

LA quien puedes llamar para mas informacion?
Si tiene alguna pregunta, llame al 1-877-974-T167.

*Este producto no es fabricado por Bayer HealthCare,
distribuidor del praducto RID®.
1Las liendres son los huevos de los picjos



Compare to the Active Ingredients in RID® ShampooT
MAXIMUM STRENGTH
3-Step Lice Solution Kit
PROVEN EFFECTIVE TREATMENT
e Works fast to kill lice
e Helps childrenreturnto school "lice free"
CAUTION: KEEP OUT OF REACH OF CHILDREN
Instrucciones en espaiol incluidas
SHAMPOO 4 FL OZ (118 mL)
COMBING SPRAY 2 FL OZ (59mL)
LICE SPRAY NET WT 5 OZ (142g)
1 NIT REMOVAL COMB

| +

¥CVSHealth.

STEP 1:

LICE KILLING
SHAMPOO

STEP 2;

COMBING SPRAY

Shampoo
all kinds of
on contact

gently remove.
lice eggs.
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Solution Kit

STEP 3:

HOME SPRAY

Spray kills |
bedbugs and mites
on bedding & furniture

Compare to the active
ingredients in RID®
Lice Killing Shampoo*

PROVEN EFFECTIVE TREATMENT

* Works fast to kill lice

* Helps children return to school “lice free”

Se
INSTRUCCIONES EN ESPAROL INCLUIDAS for step detais

SHAMPOO 4 FL OZ (118 mL)
COMBING SPRAY 2 FL OZ (59 m
LICE SPRAY NET WT 5 0Z (142 g)
1 NIT REMOVAL COMB
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Lice Killing Shampoo
Drug Facts
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Warnings

For extomal use only
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CVS 3 STEP LICE SOLUTION
piperonyl butoxide, pyrethrum extract kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:69842-255
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:69842-255-02 1in 1 CARTON; Type 0: Nota Combination Product 01/03/2014

Quantity of Parts
Part # Package Quantity Total Product Quantity
Partl 1BOTTLE 118 mL

Part1of 1
LICE KILLING

piperonyl butoxide, pyrethrum extract shampoo

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
PIPERONYL BUTOXIDE (UNI: LWK9 1TU9 AH) (PIPERONYL BUTOXIDE - PIPERONYL
UNIELWK9 1TU9 AH) BUTOXIDE
PYRETHRUM EXTRACT (UNI: ZUMO06L90GV) (PYRETHRUM EXTRACT - PYRETHRUM
UNILZUMO6L9IOGV) EXTRACT

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) Score

Shape Size

Strength
40 mg in 1 mL

3.3 mg
in 1 mL

Strength



Flavor

Contains

Packaging

# Item Code Package Description

1 118 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph final part358G

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part358

Labeler - cvs (062312574)

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

Establishment
Name Address ID/FEI
Weeks & Leo Co., Inc. 005290028

Revised: 11/2020

Imprint Code

Marketing Start Date Marketing End Date

Marketing Start Date
02/01/2014

Marketing End Date

Marketing Start Date
10/28/2010

Marketing End Date

Business Operations
manufacture(69842-255)

CVS
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