BRONCOCHEM MAXIMUM COUGH NIGHT- dextromethorphan hbr-pyrilamine
maleate syrup
LABORATORIO MAGNACHEM INTERNATIONAL SRL

Broncochem Maximum Cough Night

Warnings

The following side effects may occur, nausea, vomiting, dizziness, headache, or
nervousness may occur, if any of these effects last or worsen, contact your doctor or
pharmacist immediately. Stop using this medicine and tell your doctor right away if you
have dizziness, nervousness, or trouble sleeping.

OTC-PURPOSE SECTION
Antitussive

Antihistamine

OTC - Active Ingredient Section
Dextromethorphan HBr

Mepyramine maleate

Uses

Temporarily relieves these symptoms in all formsof acute, subacute, and cronical cough
of any origin, it is very effective in colds, rhinitis, pharyngitis, laryngitis, dry cough,
smokers cough, ashma, nervous cough.

Do Not Use

Stop using this medicine and contact your doctor right away if any of these unlikely but
serious side effects occur, fast and irregular heartbeat, mental mood changes such as
confusion, hallucinations, nervousness, seizures, tremor, problems with to pee.

If you are taking any monoamine oxidase inhibitor (MAQOI), or two weeks after stopping
them (certain medications for depression or psycological conditions may contain them).
If you are not sure if your prescription contains an MAOI, coinsult a professional of
health before taking this product.

Ask a doctor/pharmacist
Ask a doctor before use if yoy have

Liver disease, heart disease, high blood pressure, thyroid disease, diabetes, trouble
urinating due to enlarged prostate gland, cough that occurs with too much phlegm



(mucus), presistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis, or emphysema.

Stop use and ask a doctor if

Symptoms last more than 7 days, symptoms worsen or come back, you develop a
headache that wont go away, fever, or skin rash. If pregnant or breast-feeding ask a
health professional before use.

Keep Out of the Reach of Children

In case of accidental overdose, seek professional help or go to poison control center
immediately.

Dosage and Administration

Do not exceed 4 doses in a 24 hour period.

Adult and children 12 years and older: (5 or 10 mL) 3 times a day.
Children between 6 to 12 years old: (2.5 mL) 3 times a day.

Inactive Ingredient

Sugar, Sodium Benzoate, FD&C Yellow #5, Orange flavor, MEthyl paraben, Propyl
paraben, ethyl alcohol 95%, Sorbitol 70%, Purified water.

PACKAGE LABEL PRINCIPAL DISPLAY PANEL
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have dizziness, nervousness, or trouble sleeping.
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Symptoms last more than 7 days

If symptoms worsen or come back.

If you develop a headache that won't go away,
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If pregnant or breast-feeding, ask a health
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Active ingredients (in each 5 mL)
Dextromethorphan HBr 15.00mg
Mepyramine maleate 6.0mg

Purpose
Antitussive
Antihistamine

Uses Temporarily relieves these symptoms in all
forms of acute, subacute, and conical cough of
any origin, it is very effective in colds, rhinitis,
pharyngitis, laryngitis, dry cough, smokers' cough,
asthma, nervous cough.

Ask a doctor before use if you have

Liver disease, heart disease, high blood pressure,
thyroid disease, diabetes, trouble urinating due to
enlarged prostate gland, cough that occurs with
too much phlegm (mucus), persistent or chronic
cough such as occurs with smoking, asthma,
chronic bronchitis, or emphysema.

Directions Take only as directed. For your
convenience, a dosage spoon is provide. Do not
exceed 4 doses in a 24 hour period.

Adults and children
12 years and older

Children between
6 to 12 years old

5 or 10 mL 3 times a day
25 mL 3 times a day

See carton for complete information for use.

Questions? Please call for medical direction
weekdays 9 AM to 5 PM EST. at 1-561-338-5221
or visit us at www.broncochem.com
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If pregnant or breast-feeding, ask a health
professional before use.
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Overdose warning: In case of accidental overdose,

seek professional help or go to a Poison Control
Center immediately.
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Powerful cough suppressant to
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Lote / Batch:
Expiration date:

PACKAGE LABEL PRINCIPAL DISPLAY PANEL

Active ingredients (in each 5 mL)
Dextromethorphan HBr 15.00mg
Mepyramine maleate 6.0mg

Purpose
Antitussive
Antihistamine

Uses Temporarily relieves these symptoms in all
forms of acute, subacute, and conical cough of
any origin, it is very effective in colds, rhinitis,
pharyngitis, laryngitis, dry cough, smokers' cough,
asthma, nervous cough.

Ask a doctor before use if you have

Liver disease, heart disease, high blood pressure,
thyroid disease, diabetes, trouble urinating due to
enlarged prostate gland, cough that occurs with
too much phlegm (mucus), persistent or chronic
cough such as occurs with smoking, asthma,
chronic bronchitis, or emphysema.

Directions Take only as directed. For your
convenience, a dosage spoon is provide. Do not
exceed 4 doses in a 24 hour period.

Adults and children
12 years and older

Children between
6 to 12 years old

5 or 10 mL 3 times a day
25 mL 3 times a day
See carton for complete information for use.
Questions? Please call for medical direction

weekdays 9 AM to 5 PM EST. at 1-561-338-5221
or visit us at www.broncochem.com
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Informacién del Medicamento
Ingredientes Activos (en 5 mL 6 cc) Propdsito

Dextrometorfano HBr 1500 mg Antitusivo
Mepiramina maleato 800mg Antihistaminico
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Pregunte a sumédico antes de usar si su usted tiene
Enformedad hepitica, enfermedad car esion arterial alta,

Pare ¢l uso de este medicamento y consulte a su médico.
los sintomas duran mas do 7 dias

i esté embarazada o en periodo de lactancia, consulte un profesional
dela salud antes de usar.
Mantenga fuera del alcance de los ifos.
sobredosis: En caso de sobredosis accidental, busaue
10 acuda a un Centro de Infoxicaciones inmediaiamente:
Instrucciones
Sigaas recomendaciones detalladas mas abajo. No exceda de
a 24 horas.
Adultos y nifos do 12 afos 5010 mL3 veces al dia
Nifos de menos de 6 a 12 afos 25mL 3 veces alda
Informacidn adicional
Gonservar ano ms de 309 (869F)
Nolo use sia tapa de seguridad esta aterada o ota.
Este producto contiene alcohol y azicar.
Ingredientes ln.cnvos
Azicar refina, Benzoato de sodio, Color amrilo #5, Esencia de nararia.
Mt parabeno. o parsben, ACoho|eikco s 56% Soratoraf
. Agua puriicada.
Preguntas? 1561:338-5221 0 visitanos wwwbroncochem.com
Fabricado en Republica Dominican:
Exchuswamonta para Gobal Corporaton . Boca Raton, FL 33487 USA
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Powerful cough suppressant
to help you sleep at night

Contains Alcohol & Sugar

Drug Facts
Active ingredients (in each 5 mL)
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Mepyramine maleate 600mg
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Stop use and ask a doctor if

Symptoms last more then 7 days

If symptoms worsen or come back

1f you develop a headiache that wonit go away, fever, or skin rash.
It pregnant or breast.f 2sk a health professional before use.
Keep out of the reach of children.

Overdose warning: In case of accidental overdose, seek professionl
help or 9o to a Poison Control Center immediatey.

Instructions
Follow the recommendations detalled below. Do not exceed 4 doses.
ina 24-hour period.

Adlts and chidren 12 yoars and older 5 or 10 mL 3 times a day

Ghildren botwoen 6 10 12 years old 25mL3 times aday

Other information
Store at no mor than 30°C (869F)
Do ot useif security cap s altered or broken.

This product contains alcohol and sugar.

Inactive ingredients

Refined sugar, Sodium benzoate, Y
paraben, Propyl paraben, Ethyi acoho

Orange flavor, Methyl
1 70% Purifid watr.

Questions? 1.561-338-5221 or visit us at www.broncochem.com

Made in Dominican Republic
Exclusively for: Global Corporation I, Boca Raton, FL 33487 USA
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BRONCOCHEM MAXIMUM COUGH NIGHT

dextromethorphan hbr-pyrilamine maleate syrup

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH)
(DEXTROMETHORPHAN - UNII:7355X3ROTS)

Item Code (Source)
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Contiene Dextrometorphan HBr
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*
Alivia todo tipo de tos

Potente supresor de la tos
para ayudarte a dormir mejor

Contiene Alcohol y Aztcar

Batch / Lote:
Expiration date:

05418709108

Basis of Strength

DEXTROMETHORPHAN
HYDROBROMIDE

NDC:65131-035

Strength

15 mg
in 5 mL



PYRILAMINE MALEATE (UNIl: R35D29L3ZA) (PYRILAMINE - UNII:HPE31709TL) PYRILAMINE MALEATE 6inm5gmL

Inactive Ingredients

Ingredient Name Strength
SUGARCANE (UNII: 81H2R5A0H3) 2.65mg in 5 mL
SODIUM BENZOATE (UNII: OJ245FE5EU) 10 mg in 5 mL
FD&C YELLOW NO. 5 (UNII: 1753WB2F1M) 0.25 mg in 5 mL
ORANGE OIL (UNIl: AKN3KSD11B) 0.833 mg in5mL
METHYLPARABEN SODIUM (UNIl: CR6K9C2NHK) 5mg in5mL
PROPYLPARABEN SODIUM (UNII: 625NNBOG9N) 1.5mg in5mL
ALCOHOL 95% (UNII: 7528N5H79B) 0.25 mL in 5 mL
SORBITOL SOLUTION 70% (UNII: 8KW3E20702) 0.083 mL in5mL
water (UNIl: 059QFOKOO0R) 5mL in5mL

Packaging
# Item Code Package Description Marketing| Starti Marketing End
Date Date
NDC:65131- :
1 035-80 1in1BOX 02/09/2024
1 120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug M 02/09/2024

Labeler - LABORATORIO MAGNACHEM INTERNATIONAL SRL (871446100)
Registrant = LABORATORIO MAGNACHEM INTERNATIONAL SRL (871446100)

Establishment

Name Address ID/FEI Business Operations
LABORATORIO MAGNACHEM INTERNATIONAL SRL 871446100 manufacture(65131-035)

Revised: 4/2024 LABORATORIO MAGNACHEM INTERNATIONAL SRL
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