BIO DTUSS DMX- brompheniramine maleate, dextromethorphan,
pseudoephedrine liquid
Advanced Generic Corporation

AGC- BioDTussDMX 203

Active Ingredients(in each 5 mL tsp.) Purpose
Brompheniramine Maleate...................... IMmg Antihistamine
Dextromethorphen HBr..........ccovevveiinnien 20MQ i Cough Suppressant
Pseudoephedrine HCl.............cocoeeeinnnis 30MQg i Nasal Decongestant
Uses:

e Temporarily relieves cough due to minor throat and bronchial irritation as may
occurring with a cold, and nasal congestion due to the common cold, hay fever or
other upper respiratory allergies or associated with sinusitis

Temporarily relieves these symptoms due to hay fever(allergies rhinitis)

Runny nose

Sneezing

ltchy, watery eyes

ltchy of the nose or throat

Temporarily restores free breathing through the nose

Warnings:

e May cause excitability especially in children. May cause drowsiness, alcohol, sedatives
and tranquilizers may increase the drowsiness effect. Avoid alcohol beverages while
taking this product. Do not take this product if you have taken sedatives or
tranquilizers, without first consulting your doctor. Use caution when driving a motor
vehicle or operating machinery.

e Do not exceed recommended dosage. Do not use if you are now 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.

Do Not Use:

Ask a doctor before use if you have:

Cough that occurs with too much phlegm (mucus)

Heart disease

High blood pressure

Thyroid disease

Diabetes

Glaucoma

Trouble urinating due to an enlarged prostate gland

A breathing problem or persistent or chronic cough that lasts or as occurs with
smoking, asthma, chronic bronchitis or emphysema



Stop use and ask a doctor if:

e You get nervous, dizzy or sleepless
e Symptoms do not get better within 7 days, comes back, or is accompaniend by
fever, rash or persistent headache. These could be signs of a serious condition

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:

adults and children 12 years of age| take 1 teaspoonfull every 6

and over hours

children 6 to under 12 years of age take 1/2 teaspoonfull every
6 hours

children under 6 years of age ask doctor

Other Information:
store at room temperature 15-30 degrees celcius (59-86 degrees farenheit)

Tamper Evident FeatureDo not use if seal under cap(or cello band over cap) is torn,
broken or missing

Inactive Ingredients:

Glycerin, Propylene Glycol, Methylparaben, Propylparaben, Sucrose, Citric Acid, Sodium
Citrate, D and C Red #33, FD and C Blue #1, Grape Flavor and Purified W ater.

Question and Comments?1-305-403-3788
Advanced Generic Corporation, Miami, FL 33166

www.advancedgeneric.com



%

.Dﬂjg Facts NDC 45737-203-16 Dﬂl’g Facts (continued)
Active ingredients (in each 5 mL isp.) Purpose Stop use and ask a doctor if = you get nervous, dizzy or sleepless

Brompheniramine Maleate USP........ | — Antihisizmine = symptoms do not get better within 7 days or Is accompanied by
Dextromethorphan HBr, LISF, 20 mo. Cough Supp || u 5 5 fever= cough lasts more than 7 days, comes back, or is
Psaudoaphedring HEL USPawmmummmen k1) 1 — Nasal Decongestant accompanied by fever, rash or persistent headache. These could be

slgns of a sgnous condition,

Uses = temporarily relievas cough due to minor throat and bronghial = i
rritation a5 may occurring with a cold, and nasal congestion due to the It pregnant ar hrem—reeqmg. ask a health pu.ml‘essmnal before H=>
commeon cold, hay lever or other upper respiralory allergies or Keep out of reach of children, In DﬁEIE.EIf overdose, get medical
associated Wi[aTI:inJgﬂ':g = tpmporarily rebevas these symptoms due help or contact a Poison Control Centar right away.
o hay fever {allergic rhenitis) = runny nose = Sneszing = itchy, walery —ae i i i . .
ayes » ftchy of the nose or throal = temporarily restores fres breathing . Antlhlslamme Directions Do not take more than 4 doses in 24 hour period.
through the nose. . C h S ‘:‘%JHS :mdfc:hildrin take 1ge:lspuonfull

years of age and over every § hours
Wammgs- May cause excitability espacially in chikdren. May cause Oug uppressant children 6 to under e Ve waspoantall
drowsiness, zlcohol, sedatives and trangulfizers may increase the ® Nasal Decongestant 12 years of age every 5 '1t|>qu
drowsiness effect. Avoid alcoholic beverages while taking this product, -
Do not take this product if you have taken sedatives or tranguilizers, children under ask a doctor
without first consulting your doctor, Use caution when driving a motor Alcohol FREE 6 years of age

vehicle or operating machinery.
= (o not exceed recommended dosage = Do not wse I you are now
taking 2 prescription monoamine oxdase inhibitar (MAQI) (cerain drugs Other information

: ‘ L u store at room femperature 15°= 30°C (30° - 86°F).
for depression, psychiatric, or emotional conditions or Parkinson's H : . H
disease), urfar?wuruks after stopping the MAOI drug. If you do not know Contains the same active ingr ed:ents as Temper Evbioat Featwa Lo not e I seal undarcag o cello-band

{ you are taking a prescription drug that containg an MADL ask your Delms@ DMX OVBr Ap) is:tom, brokan.of missing.
doctor or pharmacist before taking this product, +

Ask a doctor before use if you have d,
= Cough that oceurs with too much phlegm (mucus) = Heart disease Grape F'lavor FD&C Blue #1, Grape Flavor and Purified Water,

= figh blood pressure = thyroid disease » diabetes = glavcoma = .

trouble urinating dus to an enlarged prostate gland = a breathing Questions or comments? 1-305-403-3788

problem or parsistant or chronic cough that lasts or as occurs with Manafactured 3 n e ation. Miami
smoking, asthma, chronic bronchitis or emphysema. i :t::";z::r:ea;g:;eiﬁoriw Saneric Lorporation, Waim. 1. 33166
:Deltuss® DMX is a trademark of Deliz Pharmaceutical Corp.
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Lot #: mmﬁ%ﬁ‘?ﬁsm -
www.advancedgeneric.com 16 fl. oz. (473 II'IL)
Exp. Date:

Inactive ingredients Giycarin, Propylene Glycol, Methylparaben
Propylparabien, Sucrose, Citrie Acid, Sodium Citrate, D&C Hed#33,

45737

BIO DTUSS DMX

brompheniramine maleate, dextromethorphan, pseudoephedrine liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:45737-203

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BROMPHENIRAMINE MALEATE (UNII: IXA7C9ZN03) (BROMPHENIRAMINE - BROMPHENIRAMINE 1 mg
UNII:H57G17P2FN) MALEATE in 5 mL
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 20 mg
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE in 5 mL
PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RYJ8N) PSEUDOEPHEDRINE 30 mg
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F) HYDROCHLORIDE in 5 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COOX)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
METHYLPARABEN (UNII: A2I8C7HI9T)
PROPYLPARABEN (UNII: Z8IX2SC10H)
SUCROSE (UNII: C151H8M554)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
SODIUM CITRATE (UNIl: 1Q73Q2JULR)
WATER (UNIl: 059QFOKOOR)




Product Characteristics

Color Score
Shape Size
Flavor GRAPE (Grape Flavor) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:45737-203- 473 mL in 1 BOTTLE; Type 0: Not a Combination 12/01/2011
16 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 12/01/2011
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