M EROS LIQUID AQUA BASED- glycerin gel
MEGASOL COSMETIC GMBH

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.

ACTIVE INGREDIENT

GLYCERIN 5%

PURPOSE

SKIN PROTECTANT

USES

HELPS LUBRICATING IN BODY MASSAGE

WARNINGS
e FOR EXTERNAL USE ONLY

e STOP AND ASKDOCTOR IF RASH OR IRRATION DEVELOPES AND LASTS.

DIRECTIONS FOR USE
e APPLY AS NEEDED
e OPEN CAP, SQUEEZE TUBE TO OBTAIN DESIRED AMOUNT OF LUBRICANT. MAY BE
APPLIED DIRECTLY ONTO CONDOMS. REAPPLY AS NEEDED. CLOSE CAP AFTER USE.
e RINSE WITH WATER TO REMOVE.

INACTIVE INGREDIENTS

e WATER
HYDROXYPROPYL GUAR
HYDROXYPROPYLTRIMONIUM CLORIDE
HYDROXYETHYLCELLULOSE

CITRIC ACIS
PHENOXYETHANOL
ETHYLHEXLGLYCERIN

KEEP OUT OF REACH OF CHILDREN



Drug Facts

Active Ingredients Purpose
Glycerin 5% Skin Protectant
Uses:

. Helps lubricating in body massage
Warnings:

® For external use only

° Stop use and ask a doctor if rash or irritation develops

and lasts.
® Keep out of reach of children

Directions for use:
® Apply as needed
° Open the cap, squeeze tube to obtain desired amount of
lubricant. May be applied directly onto condoms. Reapply
as needed. Close cap after use,.
® Rinse with water to remove.

Inactive Ingredients: Water, hydroxypropyl guar,
hydroxypropyltrimonium chloride, hydroxyethylcellulose, citric acid,
phenoxyethanol, ethylhexylglycerin.
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M EROS LIQUID AQUA BASED

glycerin gel

() M EROS LIQUID Aqua Based & un
lubrificante medicinale su base d"acqua. Sicu-
rezza del preservativo in laitice, migliora la
lubrificazione duranta il rapporto , ad akto ren-
dimento, idratante, testato da un punto o vista
dermatologico in merito a tolleranza su pelle &
mucose, solubile in acqua e privo di grassi,
incolore @ inodore, sapore neutro. Unilizze:
applicaie fulte le volte che lo desiderzie
quanio ERDS LIQUID Agua Based volete su
quelle parii del corpo su cui desideraie
un'idratazione Awwertenza: non &
n anticoncezionale, custodire 2 temperatura
ambiente, chiudere accurataments dopo 'uso,
non espome all'imadiazione solare diretia.

(M EROS LIQUID Aqua Based es un
lubricante de uso médico con base de agua.
Seguro para condones de Riex, mejora el

gicamente probado en cuanio a tolerabilidad
de la piel y las mucosas, hidrosoluble y
exento de grasa, incoloro e inodoro, insipido.
Uilizacién: apligue EROS LIGUID Aqua

que se desee humedad adicional. Nota: no es

un anficoncepiivo, aimacenar a femperaiura
ambiente, cerrar cuidadesamente el envase
después del uso, no dejar expuesin a la accidn

Made in Germany

Art.-Nr. E 60061
250 mi / 8,5 fl.oz
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Product Information

I\
€EROS

LIQUID

AQUA BASED

for use with latex condoms

(3> M EROS LIQUID Aqua Based ist ein
medizinisches Gleitmittel auf Wasserbasis.
Latexkondomsicher, verbessert die Gleit-
fahigkeit beim Intimverkehr, sehr engiebig,
feuchfigkeitspendend, dermatologisch auf
Haut- und Schieimhauviveririglichkeit ge-
testet, wasserifslich und fetiirel, farb- und
peruchlos, geschmacksneuiral. Amwen-
dung: Geben Sie so hufig und 5o viel EROS
LIQUID Agqua Based wie gewinscht auf die
Korperstellen, an denen Sie extra Feuchtig-
keit winschen. Himweis: kein Verhltungs-
mittel, bel Raumiemperatur lagemn, nach
Gebrauch wieder sorgfiltig werschiieBen,
keiner direkien Sonneneinsirahlung aus-
setzen.

(@D M EROS LIOUID Aqua Based is a water-
based medical lubricant. Suitable for use with
latex condoms, improves lubrication for
sexual intercourse, high yield, moisturising,
dermatologically tested for skin and mucous
membrane folerance, water-soluble and
grease-free, colouriess and odourless, neutral
tasting. Application: Place as much EROS
LIGUND Aqua Based as you want on the body
paris where you require additional moisture
as ofien 25 you need. Mote: Not a conira-
cepiive, siore ai room temperaiure, reseal
carefully after use, do not expose to direct
sunlight.

() M EROS LIQUID Aqua Based est un

lubrifiant médical 4 base d'eau. Compafible
avec les préservalifs en laiex, améliore le
pouvoir glissant du préservalif lors des
rapports intimes, irés abondant, humidifiant,
nkrance leslée dermmaivlogiquemenl sur b
peau et les muqueuses, soluble dans Meau et
non gras, incolore et inodore, godit neulre.
Utilisation : Appliquez EROS LIQUID Agua
Based aussi souvent et autant que wous ke
voulez sur les parties du coms od vous SouU-
haitez une humidification supplémentaire.
information : Ce produit n'est pas un contra-
ceplif, enireposer & température ambiante,
refermer soigneusement aprés USage, ne pas
expaser au rayonnement solaire direct.

Product Type HUMAN OTC DRUG LABEL Item Code (Source) NDC:53389-600

Route of Administration TOPICAL DEA Schedule

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
GLYCERIN (GLYCERIN) GLYCERIN 5g in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER

HYDRO XYPROPYL GUAR (2500-4500 MPA.S AT 1%)
DIHYDRO XYPROPYLTRIMO NIUM CHLO RIDE
HYDROXYETHYL CELLULOSE (100 MPA.S AT 2 %)



ANHYDROUS CITRIC ACID

PHENO XYETHANOL

ETHYLHEXYLGLYCERIN

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:53389-600-14 250 mL in 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part347 12/01/2012

Labeler - MEGASOL COSMETIC GMBH (344152855)
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