ORGANIX COMPLETE- menthol and pectin lozenge
ProPhase Labs, Inc.

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.

Organix Complete
Cough & Sore Throat Drops

Drug Facts

Active ingredients (in each drop) Purposes
Menthol 2.5mg cough suppressant, oral anesthetic
Pectin 1.7mg oral demulcent
Uses

temporarily relieves:
e cough associated with a cold or inhaled irritants
® occasional minor irritation, pain, sore mouth and sore throat

Warnings

Sore throat warning

if sore throat is severe, persists for more than 2 days, is accompanied or followed by fever, headache,
rash, swelling, nausea, or vomiting, consult a doctor promptly. Do not give to children under 5 years of
age unless directed by a doctor.

Ask a doctor before use if you have:
e persistent or chronic cough such as occurs with smoking, asthma or emphysema
® cough accompanied by excessive phlegm (mucus)

Stop use and ask a doctor if:

e cough lasts more than 1 week, tends to reoccur, or is accompanied by fever, rash, or persistent
headache. These could be signs of a serious condition.

e sore mouth does not improve in 7 days

® irritation, pain or redness persists or worsens

If pregnant or breas tfeeding, ask a health professional before use.

Keep out of reach of children.

Directions
® adults and children 5 years and older: Dissolve 2 drops (one at a time) slowly in the mouth. Repeat
every 2 hours as needed.
e childrenunder 5 years: ask a doctor

Other information
e store ina cool dry place after opening



Inactive ingredients

natural flavors, organic caramel color, organic evaporated cane juice, organic hyssop, organic
marshmallow root, organic mullein, organic peppermint oil, organic sage, organic slippery elm, organic
sunflower oil, organic tapioca syrup, organic thyme, sucrose

Questions? Comments?

Call 1-800-505-2653 9am-5pm Eastern

PRINCIPAL DISPLAY PANEL - 21 Drop Package
Multi Symptom Relief

ORganix "
COMPLETE

Cough & Sore Throat Drops

Menthol (from Peppermint Oil) - Cough Suppressant
Pectin - Oral Demulcent

Mint Chocolate
Flavor

MADE WITH
70% ORGANIC
INGREDIENTS

Suppresses Coughs
Soothes Sore Throats
Blend of 6 Organic Herbs
Gluten Free

21 Drops



Multi Symptom Relief

Mint Chocolate

Flavor

~ Suppresses Coughs
< Soothes Sore Throats
~ Blend of 6 Organic Herbs

# Gluten Free
21 Drops O




What Is Orga nix Com plets™?

=Organix Completa™: Great tasting drops
deliver multl-symptom rell of of coughsand
sorethroats,

= Menthal from argank peppermint oll to
sUppress your cough and oool nesal passages

* Pectin to soothe Irritated sone throats

WhyChoose Organix Complete™]

*We add, to our organlc menthal and pectin,
a unigqueblend of slx ongan i herbs that
peoplehavefound he pful for centurles

Organic Herbal Blend

* Sage «Thyme = Marshrmal low Root
*Hyssap +Mulleln = Slippery Elm

*Dngantx Complete™ g Gluten Fres!
= Made with Al Matural Swesteners
*Noartiflcla flavors or preservat ives

Try Qur Other Products

= Colkd-EEZE® Cold Remedy Lozenges:
« Clinl cally prevven to redu ce the duration of
thecommaon cald®
+ ¥ 1 Pharmadst Recommended

= Organl x Defen =™ Witamin C Drops:
+ 100% of the dally RDA of Vitamin C
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ORGANIX COMPLETE

menthol and pectin lozenge

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
Menthol (UNI: L7T10EIP3A) (Menthol - UNIEL7T10EIP3A)
Pectin (UNIL: 89 NA02M4RX) (Pectin - UNII:8 9 NAO 2M4RX)

Inactive Ingredients
Ingredient Name
Thyme (UNI: CW6570BU4N)
Eucalyptus Oil (UNI: 2RO40NI662)
Sucrose (UNII: C151H8 M554)
Sage (UNIL: 065C5D077J)
Elm (UNI: 63POE2M46Y)
Sunflower Oil (UNIL: 3W1JG795Y])
Hyssop (UNIE X7HKN4FOJT)
Peppermint Oil (UNIL AV092KU4JH)

Product Characteristics

Item Code (Source) NDC:61941-0132

Basis of Strength Strength
Menthol 2.5 mg
Pectin 1.7 mg
Strength




Color BROWN (Semi-Translucent) Score no score

Shape OVAL Size 23mm
Flavor CHOCOLATE (Mint Chocolate) Imprint Code P

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61941-0132-2 48 in 1 CASE

1 NDC:61941-0132-1 21in 1 PACKAGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part341 11/01/2010

Labeler - propPhase Labs, Inc. (620557298)

Establishment

Name Address ID/FEI Business Operations
ProPhase Labs, Inc. 620557298 LABEL, ANALYSIS
Establishment

Name Address ID/FEI Business Operations
Pharmaloz Manufacturing, Inc. 067101998 MANUFACTURE, ANALYSIS, PACK, REPACK

Revised: 4/2011 ProPhase Labs, Inc.
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