ROBITUSSIN CHEST CONGESTION- guaifenesin liquid
Wyeth Consumer Healthcare LL.C

ROBITUSSIN® CHEST CONGESTION

PRINCIPAL DISPLAY PANEL - 118 mL Bottle Label
4 FL, OZ (118mL)

Robitussin®

(GUAIFENESIN SYRUP, USP)

EXPECTORANT

DIRECTIONS: Follow dosage below:
Do Not Exceed Recommended Dosage.

ADULT DOSE (and children 12 years and
over): 2 - 4 teaspoonfuls every 4 hours.

CHILD DOSE
6 yrs. to under 12 yrs.:
1 - 2 teaspoonfuls every 4 hours.

Children under 6 yrs.:
Do not use.

TAMPER-EVIDENT BOTTLE CAP.
IF BREAKABLE RING IS
SEPARATED, DO NOT USE.
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EXPECTORANT
e LOOSENS and RELIEVES
CHEST CONGESTION

ALCOHOL-FREE
COUGH FORMULA
For Children and Adults

4 FL OZ (118 mL)

T
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Apersistent cough may be asign of a serious
condition. If cough persists for more than one week,
tends fo recur, or is accompanied by fever, rash, or
persisient headache, corsult a physician.

Do not fake thiz product if you are hypersensitive to
any of the ingredients. As with any drug, if you are
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* Loosens and Relieves Chest Congestion.

praﬁglﬂur mursing a baby, seek the

professiond before using this produet. * Clears Nasal Passages to Restore Freer
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INACTIVE INGREDIENTS: Caramel, Citric Acid. FDAC
Red 40, Flavors, Glucose, Glyoerin, High Fructose Com @

Syrup, Saccharin Sodium, Sodium Bereoate, Purified Water.
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Robitussin

Guaifenesin USP 100 mg/d FL OZ (118 ml) Syrup

Read all of this leaflet carefully because it contains important

information for you e e e g e g mgogew Fmowe oozl

* Keep this leaflet. You may need to read it again. l_

* Ask your pharmacist if you need more information or advice.

*You must contact a doctor, if your symptoms worsen or do not |
improve after 7 days.

* If any of the side effects get serious, or if you notice any side effect not
listed in this leafiet, please tell your doctor or pharmacist.

In this leaflet

1. What Robitussin is and whatitis used for |

2. Before you take Robitussin

3. How to take Robitussin fi
4. Possible side effects

5. How to store Robitussin

B. Further information 5. HOW TO STORE ROBITUSSIN?

Store at controlled room tem perature below 30°C, in the original package.
1. WHAT ROBITUSSIN 15 AND WHAT [T 15 USED FOR Keep this and all drugs out of reach of children.
Robitussin is an expectorant, it helps loosen phlegm (mucus) and Do not use Robitussin after the expiry date, which is stated on the packaging.
thin bronchial secretions to make coughs more productive, and helps Do not use Robitussin if the cover's seal is damaged.
relieve chest congestion. Medicines should not be disposed of via wastewater or household waste.

Ask your pharmacist how to dispose of medicines no longer required.

2. BEFORE YOU TAKE ROBITUSSIN These measures will help to protect the environment.

Do not take Robitussin
* |f you are hypersensitive (allergic) to Guaffenesin or any of the [ e
other ingredients. !
* Do not use in children under 6 years. |
Take special care with Robitussin !
* Ask a doctor before use if you have a chronic cough as occurs with 1
smoking, or chronic lung disease such as asthma or emphysema. :
* Stop use and ask a doclor if cough fasts for more than 7 days (3 days | PAAQ031098
1
I
1
I
1
1
1

in children), comes back, or is accompanied by fever, rash or

persistent headache. These could be signs of a serious condition.
* Keep this and all drugs out of reach of children.
* Do not excead recommended dosage
Using other medicines
Inform your doctor if you are taking or have recently taken any other r
medicines, including medicines obtained without a prescription.
Taking Robitussin with food and drink |
Alcoholic drinks or medicines containing alcohol must be avoided
during this treatment. |
Pregnancy and lactation:
If pregnant or breast-feeding, ask a health professional for advice |
before use.
Driving and using machines:
May influence the ability to drive vehicles or maneuver machinery dug |_
to the occurrence of dizziness.
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6. FURTHER INFORMATION

3. HOW TO TAKE ROBITUSSIN? What Robitussin contains

For oral administration. The active substance is Guaifenesin.

If the physician does not recommend otherwise: 100 mg Guaifenesin are contained in 5 ml syrup.
Adulls and Adolescents: 2-4 teaspoonfuls (10-20 ml) every 4 hours The non-active ingredients are Caramel, Citric Acid, FD&C Red 40, Flavors,
Children between 6 and 12 years: 1-2 teaspoonfuls (5-10 ml) every Glucose, Glycerin, High Fructose Corn Syrup, Saccharin Sodium, Sodium
4 hours Benzoate, purified water.

Do notuse in children under 6 years of age. What Robitussin looks like and contents of the pack

Do not exceed the recommended dosage.

Its use for more than 7 days is not recommended. Gonsult your doctor, Syrap 118 mi pank

if the symptoms worsen or do not improve. Manuf acturer:

If you take more Robitussin than you should Fareva Richmond Inc.

In case of accidental overdose, discontinue use and seek professional 2248 Darbytown Rd., Henrico, VA 23231

AEH A NI Marketing Authorization Holder:

Only massive doses of Guaifenesin may result in Gastrointestinal 9 ]
Pfizer Inc., Madison, N.J 07940

intolerance mainly ¢haracterized by vomit.

If you forget to take Robitussin THIS IS A MEDICAMENT

Do not take a double dose to make up for a forgotten dose. Medicament i a product which affects your health and its consumption
contrary to instructions is dangerous for you.

gﬁﬁ,lﬁ?;ﬂﬁ;&:ﬁrqumlons M T .y Follow strictly the doctor's preseription, the method of use and the
instructions of the Pharmacist who sold the medicament.

4. POSSIBLE SIDE EFFECTS The doctor and the Pharmacist are experts in medicines, their benefits

Like all medicines, Robitussin can cause side effects, although not and risks.

wer}lboﬂy gets them. Do not b'_lll'yourse" ||"|t$rr|.|p1 the perlod of treatment pr&sﬂmeﬂ.

Sile effects with Guaifenesin are rare; however the following side effects D0 not repeat the same prescription without consulting your doctor.

might oceur: Gastrointestinal disorders: Mausea, vomiting Keep all medicaments outof reach of children.

Immu ne system disorders: Hypersensitivity Council of Arabic Health Ministers

If any of the side effects get serious, or if you notice any side effects not  Union of Arabic Pharmacists

listed in this leaflet, stop taking this medicine immed iately and consult

your doctor or pharmacist. Last date of approval of this leaflet {May 2012}
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ROBITUSSIN CHEST CONGESTION

guaifenesin liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0031-8748




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
GUAIFENESIN (UNIL: 495W7451VQ) (GUAIFENESIN - UNIL49 5W7451VQ)

Inactive Ingredients

Ingredient Name
ANHYDROUS CITRIC ACID (UNIE: XF417D3PSL)
CARAMEL (UNI: T9D99G2B1R)
FD&C RED NO. 40 (UNI: WZB9127XOA)
GLYCERIN (UNIE: PDC6 A3C00X)
HIGH FRUCTO SE CORN SYRUP (UNIL: XY6 UN3QB6S)
DEXTRO SE, UNSPECIFIED FORM (UNIL: IY9 XDZ35W?2)
MENTHOL, UNSPECIFIED FORM (UNI: L7T10EIP3A)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SACCHARIN SO DIUM (UNIL: SB8ZUX40TY)
SODIUM BENZOATE (UNIL: OJ245FE5EU)
WATER (UNIL: 059 QFOKOOR)

Product Characteristics

Color RED

Shape

Flavor RASPBERRY

Contains

Packaging
# Item Code Package Description
1 NDC:0031-8748-04 1in 1 CARTON

Basis of Strength Strength
GUAIFENESIN 100 mg in 5 mL
Strength
Score
Size
Imprint Code

Marketing Start Date Marketing End Date
09/09/2013

1 118 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

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

EXPORT ONLY

Labeler - wyeth Consumer Healthcare LLC (828831730)

Registrant - pfizer Inc (113480771)

Revised: 12/2019

09/21/2004

Wyeth Consumer Healthcare LLC
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