BIO-CNEX- dexbrompheniramine maleate, pseudoephedrine hcl liquid
Advanced Generic Corporation

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.

Drug Facts

Active ingredients (in each 5 mL tsp.) Purpose
Dexbrompheniramine maleate 1 mg Antihistamine
Pseudoephedrine Hydrochloride 30 mg Nasal Decongestant
Purpose

Antihistamine

Nasal Decongestant
Warnings

IDO not use [If you are taking a prescription monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric, or emotional conditions, or Parkinson's disease), or for 2 weeks after stopping
the MAOI drug. If you do not know if you are taking a prescription drug that contains an MAOI, ask your
doctor or pharmacist before taking this product.

UAsk a doctor before use if you arel taking sedative or tranquilizers.

Ask a doctore before use if you have

Uheart disease

high blood pressure

thyroid disease

diabetes

glaucoma

difficulty in urinations due to the enlargment of the prostate gland.

When using this product

Do not exceed the recommended dosage

excitability may occur, espicially in children

drowsiness may occur

avoid alcoholic beverages

alcohol, sedatives and tranquilizers may increase drowsiness

use cuation when driving a motor vehicle or operating machinery.

Stop use and ask a doctor if
® nervousness, dizziness, or sleeplessness occur
e symptoms do not improve within 7 days or occur with fever.

Keep out of reach of children.In case of overdose, get medical help or contact a Poison Control
Center right away
If pregnant or breast-feeding,ask a Health Professional before use.

Directions do not exceed 4 doses in 24 hours.

adults and children take two teaspoonfuls (10 mL)
12 years of age and over every 4 to 6 hours




children 6 to under take one teaspoonful (5 mL)
12 years of age every 4 to 6 hours
children under 6 years of age ask a doctor

Uses

e Temporarily relieves nasal congestion due to the common cold, hay fever or other upper
respiratory allergies

e helps decongest sinus opening and sinus passages

reduces swelling of nasal pasages, shrinks swollen membranes, and temporarily restores freer

breathing through the nose

temporarily alleviates the following symptoms due to hay fever (allergic rhinitis)

runny nose

sneezing

itching of the nose or throat

itchy and watery eyes

Inactive ingredients JAspertame, cherry flavor, citric acid, glycerine, menthol, methylparaben,
potsassium citrate, potassium sorbate, propylene glycol, propylparaben and purified water.

Questions or comments?
1-305-403-3788
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Drug Facls NDC 45737-239-16 Drug Facts (continued)
Active ingredients (in each 5 mL tsp.) Purpose If pregnant or breast-feeding, ask a Health Professional
Dexbrompheniraming Maleate, USPu.u..v.e ] MQ.uvuvrsenen Antinistamine before use. Keep out of reach of children. In case of overdose, get
Pseudoephedring HCI, USP..cu.euerereeree 30 MQ...... Nasal Decongestant medical help or contact a Poison Control Center right away.
Uses s Temporarily relieves nasal congestion due to the common cold, . . .
hay fever or other upper respiratory allergies mhelps decongest sinus =] Directions Do not excesd 4 doses in 24 hours.
openings and sinus passages =reduces swelling of nasal passages,
shrinks swollen membranes, and temporarily restores freer breathing Age Dose
through the nose stemporarily alleviates the following symptoms due adults and children taketwﬂeaﬁpuﬂmu‘ﬁ (10mL)
to hay fever (allergic rhinitis) m runny nose = sneezing = itching of the nose 12 years of age and over every 4 10 6 hours
or throat mitchy and watery eyes . . ggl%f:gﬁn'\i;gdw Tg]"g‘:yﬂg"igeﬁg‘iﬁgm‘ (5mL)
e il
psychiatric, or emotional conditions, or Parkinson’s disease), or for 2 ® Nasal Deco"ge“a“t
weeks after stopping the MAOI drug. If you do not know if you are taking Ul‘her information = Store at room temperature 20'-25°C
a prescription drug that contains an MAOI, ask your doctor or 5% i & d 5 3 -
pharmacist before taking this product, (68 - 77" F); excursions permitted to 15-30° C (59" - 86 F) (See USP
Ask a doctor before use if you are taking sedatives or tranquilizers. Controlled Room Temperature) Tamper evident by imprinted heat seal
Ask a doctor before use if you have mheart disease = high blood under cap.m Do not use if there is evidence of tampering. WARNING:
pressure mthyroid disease s diabetes = glaucoma = difficulty in urinations Phenylketonuric: Contains 13.5 ma of Phenylalanine per 5 mL
due to the enlargement of the prostate gland. Cherry F IaVOI' n r o d 9 ¥ P
When using this product = Do not exceed the recommended (one teaspoon) dose.

dosage = excitability may occur, especially in children= drowsiness may Contains the same active ingredients as Inactive Inyredfenfs Aspartame, cherry flavor, citric acid,

occurmavoid alcoholic beverages malcohol, sedatives and tranquilizers B
may increase drowsiness muse caution when driving a motor vehicle or Conex@f glycerine, menthol, methlparaben, potassium citrate, potassium
operating machinery, i r n r raben and nurified water,
Stop use and ask a doctor if s nervousness, dizziness, or sleeplessness sorbate, propylen glycol, propylparaben and purified waler.
occur = symptoms do not improve within 7 days or occur

with a fever,

Questions or comments? 1-305-403-3788

+ Conex®is aregi | trademark of Llorens P} ical. This product
is not manufactured, distributed or marketed by Llorens Pharmaceutical.
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BIO-CNEX

dexbrompheniramine maleate, pseudoephedrine hcl liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:45737-239

Route of Administration ORAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DEXBRO MPHENIRAMINE MALEATE (UNIl: BPA9UT29BS) DEXBROMPHENIRAMINE 1mg
(DEXBROMPHENIRAMINE - UNII:75T64B71RP) MALEATE in 5 mL
PSEUDO EPHEDRINE HYDRO CHLORIDE (UNI: 6 V9V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE 30 mg
- UNIL:7CUC9DDI9F) HYDROCHLORIDE in 5mL
Inactive Ingredients
Ingredient Name Strength

ASPARTAME (UNIL: Z0H242BBR1)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
glycerin (UNI: PDC6A3C00X)

MENTHOL (UNII: L7T10EIP3A)
METHYLPARABEN (UNII: A2I8C7HIST)
POTASSIUM CITRATE (UNII: EE90ONI6 FF)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PROPYLPARABEN (UNIL: Z81X2SC10H)
WATER (UNIL: 059QF0KOOR)

Product Characteristics

Color Score

Shape Size

Flavor CHERRY (cherry flavor) Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:45737-239-16 473 mL in 1 BOTTLE; Type 0: Nota Combination Product 01/01/2017

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part341 01/01/2017

Labeler - Advanced Generic Corporation (831762971)

Revised: 12/2020 Advanced Generic Corporation
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