CICLOFERON:- benzalkonium chloride and lidocaine hydrochloride gel
MarcasUSA LL.C

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.

Drug Facts

Active ingredients Purpose
Benzalkonium Chloride 0.13% Topical antiseptic
Lidocaine Hydrochloride 2% Topical analgesic
Uses

e provides temporary relief of pain associated with cold sores and fever blisters
e firstaid to help protect against infection in minor cuts, scrapes, burns

Warnings
For external use only

Do not use inthe eyes or apply over large areas of the body. In case of deep puncture wounds, animal
bites, or serious burns, consult a doctor.

Do notuse
e for more than 7 days unless told to do so by a doctor
e more than directed
e if you are allergic to any ingredient in this product

When using this product
® avoid contact with the eyes

Stop use and ask a doctor if
¢ condition worsens
e symptoms last more than 7 days or clear up and occur again within a few days
e swelling, rash or fever develops

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center immediately.

Directions

clean the affected area

apply a small amount of this product to the affected area 1 to 3 times daily
may be covered with a sterile bandage

children under 12 years of age, consult a doctor

Other Information
store at 20° to 25°C (68° to 77°F)



Inactive Ingredients
hypromellose, methylparaben, propylene glycol, water, polysorbate 80

Manufactured by/Hecho en México por:
LABORATORIOS LIOMONT, S.A. DE C.V.
A. Lépez Mateos 68. Cuajimalpa 05000

México, DF

Distributed by/Distribuido por: Marcas USA, LL.C
El Segundo, CA 90245

Questions? Call Toll-Free 1-800-428-9489
¢Preguntas? Llame Gratis al 1-800-428-9489

Datos de Medicamento

Ingredientes Activos Propdsito
Cloruro de Benzalkonio 0.13% Antiséptico tdpico
Clorhidrato de Lidocaina 2% Analgésico tdpico
Usos

e alivio temporal del dolor asociado con el herpes labial y ampollas de fiebre
e primeros auxilios para ayudar a proteger contra la infeccién de cortes, raspaduras y quemaduras
menores

Precauciones
Sélo para uso externo:

No usar enlos ojos ni aplique sobre grandes zonas de el cuerpo. En caso de heridas punzantes
profundas, mordeduras de animales o quemaduras graves, consulte a un médico.

No se use
e por mas de 7 dias a menos que asi lo indique un médico
® mas de lo indicado
® siusted es alérgico a cualquiera de los ingredientes de este producto

Al utilizar este producto
e evite el contacto conlos ojos

Suspenda su uso y consulte a su médico si
¢ lacondicién empeora
¢ los sintomas no desaparecenen 7 dias o reaparecena los pocos dias
e desarrolla hinchazén, comezén o fiebre

Mantener fuera del alcance de los nifios.
En caso de ingerir el producto obtenga ayuda médica o contacte a un Poison Control Center

inmediatamente.

Modo de Empleo



limpiar el area afectada

Aplique una pequefia cantidad de este producto en la area afectada de 1 a 3 veces al dia
pueden ser cubiertos con un vendaje estéril

nifios menores de 12 afios de edad, consulte a un médico

Otra informacion

mantenga a una temperatura de 20°a 25°C (68° a 77°F)

Ingredientes Inactivos
hipromelosa, metilparabeno, propilenglicol, agua, polisorbato 80

Manufactured by/Hecho en México por:
LABORATORIOS LIOMONT, S.A. DE C.V.
A. Lopez Mateos 68. Cuajimalpa 05000

México, DF

Distributed by/Distribuido por: Marcas USA, LL.C
El Segundo, CA 90245

Questions? Call Toll-Free 1-800-428-9489
¢Preguntas? Llame Gratis al 1-800-428-9489

PRINCIPAL DISPLAY PANEL

FAST PAIN RELIEF
ALIVIO RAPIDO DEL DOLOR

CLEAR GEL APPLIES INVISIBLE
GEL TRANSPARENTE APLICA INVISIBLE

NDC 75940-122-04

Netwt 0.140z / Peso Neto 4g
Clear Gel

CICLOFERON®

COLD SORE
treatment

tratamiento para
FUEGOS

Manufactured by/Hecho en México por:
LABORATORIOS LIOMONT, S.A. DE C.V.
A. Lépez Mateos 68. Cuajimalpa 05000
México, DF

Distributed by/Distribuido por:

MarcasUSA, LL.C

El Segundo, CA 90245

Questions? Call Toll-Free 1-800-428-9489
¢Preguntas? Llame Gratis al 1-800-428-9489



C 5

Drug Facts Datos de Medicamento

Ative Ingredients  Purpose | Ingredientes Activos Propésito

hﬂhﬂﬂmnﬂu avisepti | Chororm da Baraalbunia (W13 e sk I
ekl | o e v s |

EEE ﬁﬁmm mmwuﬁhmd hespes bbial

-Fmahuﬁ mhmwmu m-ﬁm mrquﬂn mmh et

m
i |- :fm ?“'%E‘ﬁmﬂ'“m*

||l||H:||.
krrnﬂfm'-‘-hwim 'mh nh e dias & mesos o sl indigee
e Elurane
mmﬁ.ﬁg +mdml?mmh1w
Shap wie and ask 2 docior if Eﬂﬂmgmﬁnaﬂhi
:ﬁmh:lﬁ;;hw m%uFdﬁum
8o L L mummm:.im
,| hquﬂrnlﬂ'd\ﬂrn ol ahcance de b

N T T wm*m
wmm- i pr
it ‘E

ﬁ? wmﬂ years i age, menores de 12 m#dﬂ,m aum nhim
il

Other Informadion Informacidn
= daed WF 0l Y B ITR mmmwmmwunﬁ
Inactive ingredients Ingredientes Inactives
e " | gt ek e
0%654
4
] rd|eu1 ilemy g S0ANEH

v0eel
A3 30 ¥ LNOWON smunmam

1040 D2 XFH UL 0y '|..|..||J,|,| s IRAURY 2pGaj JO PRpolg oA AP MARpOLY

BIPE=RTY=00%=| [ 5[1EID Awe|) [seunbang]

i 1
ERIE=BTP-00R=L A90i|0] %3 L'il.ll:uL:iifu
ST0E ¥ ‘opunSag |3

m '|"§|'|I-IJ.IIH
o oppngls ﬂ,lqﬂa |

NOH EI:IO'IC)IC)
EE NP

PO=ZZ 1=0PESL D0ON

FT18ISIANI ¥II1dV FINIFYVISNYYHL 13D
FT19ISIANI S3I'ddY 739 Y¥'3I1D O

H070d 130 0aid¥yd OIAITY

431734 Nivd 15v4 O

2X Medicine
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NDC 75940-122-05
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0.13% benzalkonium chloride/2% lidocaine hydrochloride
COLD SORE Treatment/ Tatamiento para FUEGOS
RAPIDRELIEV'TM] FORMULA

Relieves Pain AND Fights Virus

INSTANT RELIEF from Pain

CLINICAL PROVEN to reduce spread of cold sores
CLEAR GEL invisible and odorless

Net wt4g (.14 oz)
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COLD SORE Treatment / Tratamiento para FUEGOS
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to reduce spread +
of cold sores

CLEAR GEL
invisible
and odorless

O

EESATR-D03L |EFED AN | SEpmDaug !
EAGATH-0,_A1H01 18| B9 [ERD

v ooy S b
JE?'EI“IIHI]]BH ] T REERN .




(2012 J0d "ETEA YO N0A (10X BEERG1A0 EnEEIY

(31508 9l 3158 |0ALIR W BIERRYIA Fqan i

@ podd 58 eI Ny

SOADELY 58] L pau iy £Jusy paa i) s Ajpey)
T 405=F7 21 00 T EAIA 04 TN DEER + T4 =K WI000Ea0: « -
LD B B L0 [JERLDIL) A 2130
nuummu] B3 0ED triimliu.l N ADEIFID A |G L] ——
v A ol - 3 g T L T L T TN
LT D R TR L LT mrh FAEERITH lI 14 BIR0) 1004 61 NIIRIE BU 2 HOE HREIDABIUTD 0 e
w50 Oy T
JUEAEEE AT U IR :amhiawnuni plEbupieml | T EAR EY DIONE 4 DER N ) EU R EA ] —
A5 D A B Rl B AR [T R
is risgp sl O 1 el — — — 3
mwmlmuw:mg‘;ﬁlﬁ‘gﬂ"n - mmuﬂimﬁpﬂw ﬂ] '?uuglﬁnsmmtmf-ﬂgmlmsm! —— %
15 OFP MU NS B A w0 asnns epuedg T TR T T —
o 5 T TN R 53330 W] 2|10 (BRE+ =

o o 511 B s w agy

3

R e T I TETE I swns
boa TEE R T E TP L meﬂwmlﬂﬂ

CAod 5 pEaby REGTIDREENA) "
LT R R ETER T aE= TH T TEC T
L

inpoa s Sl mipasbo 2p u:
-ia|u>i| A B TEN SRR TR LRET lm'iagml.alum
TousRlNe o eed opr
salaIn Dy

I PR I 508 "“ﬁu ‘s AangEd g
1030 I [ BORE|) B3R A0 HD e B 6d) 0 EnEE

oo B JFrRNe Ay
ﬁw.iw,_

LianEderigs 2oy =g a el 3dgad ?lﬁmﬂmﬂ'
EL TR Piwlﬁiliﬂlmlﬂﬂﬂﬂlﬂlillt?ﬁ

SUNgiEDS YT DN EREEged d g R -
)9 B0 PUE 3 05 0 Ny EE e 0 |uai|h|dla~iq§;$

oy o A BOE 80U
oy T N2 100 B Fan)

SOVD Y 581U Py

Fdpr gy N A0pap EaEan
WAuER My T & [AN0EAUNE

sading SUBPRID LA Y

ojuale) Py jap s0)eq

CICLOFERON

spey bnug

benzalkonium chloride and lidocaine hydrochloride gel

Product Information
Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZALKONIUM -

UNIL:7N6JUD5X6Y)

LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE -

UNI:98P1200987)

Inactive Ingredients

HUMAN OTC DRUG

Item Code (Source)

Basis of Strength
BENZALKONIUM CHLORIDE

LIDOCAINE HYDROCHLORIDE
ANHYDROUS

Ingredient Name

HYPROMELLO SES (UNIL: 3NXW29V3WO)
METHYLPARABEN (UNII: A2I8 C7HIST)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
WATER (UNIL: 059QF0KOOR)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

Packaging
# Item Code

Package Description

Marketing Start Date

NDC:75940-122

Strength

1.3 mg
inlg

20 mg
inlg

Strength

Marketing End Date



1 NDC:75940-122-02 1in 1 CARTON 08/01/2011

1 2 gin 1 TUBE; Type 0: Not a Combination Product
2 NDC:75940-122-04 1in 1 CARTON 08/01/2011
2 4 g in 1 TUBE; Type 0: Nota Combination Product
3 NDC:75940-122-05 1in 1 CONTAINER 02/01/2018
3 4 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 08/01/2011

Labeler - MarcasUsA LLC (016139820)

Registrant - MarcasUSA LLC (016139820)

Establishment
Name Address ID/FEI Business Operations
Laboratorios Liomont, S.A. de C.V. 814377396 manufacture(75940-122)

Revised: 12/2019 MarcasUSA LLC
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