VICKS VAPORUB- camphor, eucalyptus oil, and menthol oilment ointment
Genesis Imports & Exports

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 Ingredients:

Camphor 4.8 %

Eucalyptus oil 1.2%

Menthol 2.63%

Cough suppressant & topical analgesic,

Cough suppressant

* On Chest and throat, temporarily relieves cough due to common cold
* On Muscles and joins, temporarily relieves minor aches and pains
Warnings

For external use only; avoid contact with eyes.

Do Not Use

* By mouth

*With tight bandages

*In nostrils

*On wounds or damaged skin

Ask A doctor use if you have:

*cough that occurs with too much phlegm (mucus)

*Persistent or chronic such as occurs with smoking, asthma or emplysema
When use this product, do not

* HEat

* Microware

* Add to hot water or any container where heating water.

May cause splattering and result in burns

If pregnant or breast-feeding, ask a health professional before use
Keep Out Of reach of children

Directions:

See important warnings under when using this product

® adults and children 2 years and over:

RUB A THICK LAYER ON CHEST & THROAT OR RUB ON SORE ACHING MISCLES
Cover with a warm, dry cloth if desired

Keep clothing loose abouth throat/chest to help vapors reach the nose/ mouse

repeat up three times per 24 hours or as directed by doctor

children under 2 yearsL do not use.
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Inactive ingredients:

Cedarleaf oil, nutmeg oil, special petrolatum, thymol, turpentine oil.
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VapoRub

Only selected information is listed on the jar label.
Keep carton for future reference.

Failure to follow these warnings could result in serious consequences.

Drug Facts

Active Ingredients Purpose

Camphor 4.8% ......c.v00000... Cough supprassant & topical analgesic
Eucalyptus ol 1.2% « .. cvacaneavanans o rnsavaea o COUgh supprassamt
Menthol 2.6% .....v0uvaeena .. Cough suppressant & topical analgesic

Uses
=0n chast and throat, temporarily relieves cough dus to common cold

% - »0n muscles and joints, tamporarily relieves minor aches and pains
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TOPICAL ANALGESIC .
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Ointment Rsk a doctor bafore use if you have
3 = cough that occurs with too much phiegm (mucus)
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Drug Facts (continued)

Stop u=e and ask a doctor if

+muscle aches and paing persist more than 7 days or come back

»cough lasts more than 7 days, comes back, or occurs with fover, rash, or
persistent haadacha. These could ba signs of a sarious condition.

If pragmant or breast-leeding, ask a health professional before usa.
Keep omt of reach of children. If swallowed, get medical help or comtacta
Poison Comtrol Center right away.

Directions

sa8 important warnings undar “When nsing this product”

«adults and children 2 yaars and over:

+rub a thick layer on chest & throat or rub on sore aching muscles

« covar with a warm, dry cloth if desired

» keap clothing loose about throat/chest to help vapors reach the
nesefmouth

+rapeat up to three times per 24 hours or as directed by doctor

»children under 2 years: do not usa

Other informatfon - stora at room temparaturs

Inactive Ingredients cedaresf oil, nutmeg oil, special petrolatum,
thymal, urpanting oil

www.vicks.com
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The active ingredients in Vicks VapoRub
work naturally through the inkalation of

medicated Vicks vapors to relieve
coughing due to comman cold,

Vicks VapoRub also relieves
minor muscle aches and pains.

VapoRub is applied extern ally,
soitdoesnt interact with
other medications the way
pills can.

VICKS VAPORUB

camphor, eucalyptus oil, and menthol oilment ointment

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source) NDC:69772-390




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
EUCALYPTUS OIL (UNIL: 2R040NI662) (EUCALYPTUS OIL - UNI:2R040NI662) EUCALYPTUS OIL 0.012g inlg
CAMPHOR (SYNTHETIC) (UNIl: 5TID82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 0.048 g
UNIL5TJD82A1ET) (SYNTHETIC) inlg
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL Olnolzg &
Inactive Ingredients
Ingredient Name Strength

CEDAR LEAF OIL (UNI: BJ169 U4NLG)
NUTMEG OIL (UNI: ZICLM48948)
THYMOL (UNI: 3J50XA376E)
TURPENTINE OIL (UNI: C5HOQJ6V7F)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69772-390-01 100 g in 1JAR; Type 0: Nota Combination Product 11/24/20 16

2 NDC:69772-390-02 50 gin 1JAR; Type 0: Nota Combination Product 11/24/2016

3 NDC:69772-390-03 12 g in 1JAR; Type 0: Nota Combination Product 11/24/20 16

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

OTC monograph final part341 11/24/2016
Labeler - Genesis imports & Exports (078760958)
Registrant - Teresa Cecena (078760958)

Establishment

Name Address ID/FEI Business Operations
Genesis Imports & Exports LLC 078760958 relabel(69772-390)



procter & Gamble Manufactura S De RL De CV 812807550 manufacture(69772-390)

Roir SA de CV 812825434 relabel(69772-390)
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