VAGI CARE- benzocaine, benzalkonium chloride cream
Personal Care Products

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.

Vagi Care
For external use only.

Avoid contact with eyes. In case of eye contact, flush with plenty of water. If irritation persist, seek
medical advice.

Stop use and ask a doctor if conditin worsens, or if symptoms persist for more than 7 days or clear up
and reoccur within a few days.

Do not apply over large areas of skin.
Active Ingredient

Benzocaine 5.0%

Benzalkonium Chloride 0.13%
warnings

For external use only.

Avoid contact with eyes. In case of eye contact flush with plenty of water. If irritation persist, seek
medical advice.

Stop use and ask a doctor if condition worsens, or if symptoms persist for more than 7 days, or clear up
and reoccur within a few days.

Do not apply over large areas of skin.

Directions adults and children 2 years and older-Apply fingertip amount (approximately 1-inch strip) to
affected area not more than 3 to 4 times daily

children under 2 years-consult a doctor

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center.
Uses temporarily relieves itching

Purpose External Analgesic

Aloe Barbadensis (aloe vera) gel, cetryl alcohol, diazolidinyl urea, dimethicone, glycol stearate,
hydroxypropyl bisstearyldimonium chloride, methyl paraben, mineral oil, PEG 100 stearate, PEG 400,
propyl paraben, prified water, tocopheryl acetate (vitamin e)
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Active ingredient
Benzocaine b.0%
Benzalkonium Chlaride DA3%. ...

Purpose
External AnaIF esic
Edernal Analgesic

{kses tempararily relives itching

Warnings
For exlernal use only.

Froid contaci wilh eyes. In case of eye contact, flush with plenty of water. [f
irritation persist, seek medical advice.

Siop use and ask a docior il condition waorsens, or if symptoms persist for
more than 7 days, or clear up and reoccur within a few deys.

Do no apphy over large areas of skin.

Keep out of reach of childven. If swallowed, get medical help or
contact a Poison Gontrol Center.

Strong medicine fo relieve everyday itch
0 Fast, long-asting relief fram painful, burning itch.

Helps saathe irtitated skin. Blended with
skin-soothing Vitamin E plus Alae Vera.

0 Farms a pratective film to help reduce the chance
of further irritation.

Directions
adultsand children

apply atingertip amount (approximately
2vyears and older

1-nch smi: ) to affected area not more
than 3104 times daily

children under £ years consult a doctor

Inactive ingredients zloe barbadensis (alos vera) gal, cetryl aloohal,
dinzolidinyl ures, dimethicone, qhicol stearate, hydraxy propyl
bisstearyldimonium chiaride, methyl paraben, mineral oi, PEG 100 sterate,
PEG 400, propy! paraben, purified water, tocophenyl acetate [vitamin E).

Contains Odor Bleck Protsction
0 Helps keep adar fram happening.

0 Has a fresh clean scent.

*This product is not manufactured or distributed by Combe

Incorparated, owner of the registered trademark Vagisik&

g9 CebySs L8y O

| uasjoig 1o BuissiL s1agny Lo [eas A3Jes |1 asn jou og INLSISTH Y3 WYL

‘Ei

wieal) y[-nuy Sunoy ise]

EIpU| Ul SpELY

W5 R0 UEBIIA AL
M SHNUOY 3HHD THNOSHI
A pagngLasig

161217057 1 13N

suipione  uoneidsiod @
YHM pajeid0sse
uonrjLLy ¥ Y3 oy

II13Y 1SVH

VAGI CARE

\

@JISISEA
0} aJeduio),

e

SPOLIS] ©

CERVO TVNORES
o




benzocaine, benzalkonium chloride cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:29500-2264

Ingredient Name Basis of Strength Strength
BENZO CAINE (UNII: U3RSY48JW5) (BENZOCAINE - UNI:U3RS Y48 JW5) BENZOCAINE 1.05¢g in21g
BENZALKONIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.003 g
UNIL7N6JUD5X6Y) CHLORIDE in2lg

Inactive Ingredients
Ingredient Name
ALOE VERA LEAF (UNI: ZY8 1Z83H0 X)
CETYL ALCOHOL (UNIE: 936JST6JCN)
DIAZOLIDINYL UREA (UNI: H5RIZ3MPW4)
DIMETHICO NE (UNIL: 92RU3N3Y10)
GLYCOL STEARATE (UNIL: 0324G66DOE)
HYDRO XYPROPYL BISSTEARYLDIMO NIUM CHL O RIDE (UNI: O VB1E9 X121)
METHYLPARABEN (UNIE: A2I8 C7HI9T)
MINERAL OIL (UNI: T5L8 T28 FGP)
PEG-100 STEARATE (UNIE: YDO IN1999R)
POLYETHYLENE GLYCOL 400 (UNI: B6978945GQ)
PROPYLPARABEN (UNII: Z81X2SC10H)
WATER (UNII: 059QFOKOOR)
.ALPHA.-TO COPHEROL (UNI: H4N855PNZ1)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:29500-2264-1 21gin 1 TUBE; Type 0: Nota Combination Product 03/01/2020

Strength

Marketing End Date



Ises tempararily relives itching

Warnings

For mﬂerrglal use only

Auroid contact with eyes. In case of eye contact, fush with plenty of water. If
irritation persist, seek medical advice.

Slop use and ask a doclor i condtion worsens, or if symptoms persist for
mare than 7 days, or clear up and reoccur within afew davs

Do nol apply over large areas of skin.

Keep o of reach of childven. f swallowed, get medical help or
contact & Poison Control Center.

Directions
adultsand children

apply afingertip amount (approzximatety
2yearsant older

1-nch strip) to affected area not more
than 3to 4 times daily

children under ¢ years consulta doctor

Inactive ingredients sloe barbadensis (ale vera) gal, cetryl alcahol,
diazalidingl urea, dimethicone, ghycol stearate, hydradgpropyl
bisstearyldimonium chioride, methy| paraben, mineral oi, FEG 100 sterate,
PEG 400, propyl paraben, purified water, tocopheryl acetate [vitamin Ej
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Vagisil®
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Drug Facts
Active ingredient Purpose
Benzacaine 5.0% External Anal[q 85t
Benzalkonium Chloride D13%..o e External Analgesic

Strong medicine to relieve everyday ifch
0 Fast, lang-lasting relief fram painful, burning itch.

Helps soothe irritated skin. Blended with
skin-soathing Vitamin E plus Aloe Yera.

Farms a pratective film ta help reduce the chance
of further irritation.

Confains Odor Block Protection
0 Helps keep adat from happening.
0 Has a fresh clean scent.

*This product is not manufactured or distributed by Combe
Incorporated, owner of the registered trademark Vagisil®:
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Marketing Information
Marketing Category

Application Number or Monograph Citation

Marketing Start Date

Marketing End Date



OTC monograph not final part348 01/01/2013

anicare pharmaceuticals pvt.ltd 916837425 manufacture(29500-2264)

Revised: 7/2020 Personal Care Products
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