BRONCOCHEM KIDS COLD AND FLU- acetaminophen-phenylephrine hcl-
guaifenesin syrup
LABORATORIO MAGNACHEM INTERNATIONAL SRL

BRONCOCHEM KIDS COLD and FLU

Warnings

Liver warnings: this producto contains acetaminophen; severe liver damage may occur if
you take:

More than 4 doses in 24 hour, wich is the maximum daily amount for this product.
With other drugs containing acetaminophen.

Sore throat warnings: if sore throat is severe, persist for more than 2 days, is
accompanied or followed by fever, headache, rash, nauseas or vomiting, consult a
doctor promptly.

allergy warnings: acetaminophen may cause severe skin reactions; symptoms may
include:

Sking reddening, blisters, rash. If sking reactions occurs, stop use and seek medical
attention.

Uses

Bronchial congestion, irritation of the respiratory passages, helps loosen phlegm
(mucus) and dilute bronchial secretions, temporarily reduces fever and minor pains
associated with cold, headache, and sore throat.

Active Ingredients

Acetaminophen................... 325.00mg
Guaifenesin.........ccccevevvnenn. 200.00mg
Phenylephrine HCL.................. 10.00mg

Ask a doctor before use if your kid have
Liver disease
Persistent or chronic cough, asthma or emphysema

If your kid is allergic to acetaminophen or any other componet of this formula

Stop use and ask a doctor if

Symtoms last more than 5 days



Fever gets worst or last more than 3 days, or occurs with rash or headache that last, a
persistent cough, this could be signs of a serious conditions

If your child is taking the bloood thinning drug warfarin

Keep out of the reach of children

Keep out of the reach of children

Overdose warning

In case of accidental overdose. seek professional assistance or contact a poison control
center inmediately

Directions

Take only as directed, for your convenience a dosage spoon is provided. Do not exceed
6 doses in a 24 hour period

Children from 6 to 12 years----- 10mL or cc every 4 hours

Children under 6 years, ask your doctor

Other information
store at 66-77*F (20-25*C), do not use if securety cap is altered or broken

Inactive ingredients

Propylene glycol, glycerin, Sorbitol USP, Sucralose, Citric acid, disodium Hedta, Povidone,
Sodium citrate dihydrate, Sodium chloride, Honey, Propyl gallate, FD&C Red #40, Aloe
Vera, Methylparaben USP, Propylparaben USP, Bubble Gum flavor, Raspberry flavor,
Nat. Masking type #27872, Purified water.

Quiestions?

1-561-338-5221 or visit us at www.broncochem.com

Purose

Acetaminophen........... Analgesic
Guaifenesin................ Expectorant
Phenylephrine............. Decongestant

Package principal display panel
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Séabila con amor

Progunte a su médico antes de usar sl su nifio tiene
 enfermediad hepatica ™ tos crénica, asma o enfisema
=

Aska doctor bators use if your kid have.

 werdisease 1 persistent or chronic cough, astma or emphysama

= f your kid s allergic (o acetaminophen or any other component of
this formula

‘componentes de esta fgrmua.
Detenga el uso y pregunte a sumedico.
5 I08 sntomas persisten por mas de § dias

Stop use and ack a doctor if
= symotoms st more s

more than 3 days,

‘ser signo de una seria condicion
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Keep out.

buscue la
‘yuda profesional 0 acuda a un Gentro de Intoxicaciones nmedatamente.

assistance or contact a poison control center immediately.

ropetirsa cada & horas mientras persistan los sintomas,
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Informacion adicional = Conservar 2 2025 °C
(88:77°F) M Nolo use sila tapa esta aterada o vota.

Other information
 Stora st 8677 F (20-25 °C)
8 Donot use if cap s aitered or broken

Propileno glicol, gicsrina, sorbitol al Inactive ingredients Propylene glycol. giycerin.
70%, sucraiosa, dcido citico, edetato disodico, poivinl sorbiol 70% USP, weralos, i acd, dsodum EDTA, paidene,
cirato de sodio dhratads, dorur de sodic, miel,propd galato, Sockm e v, s  honey, propy! galate, Red color
coor oo FDAC 40 aoa vera s, el e USE pros SAGFDGC, oo vpe et peion UBF. oo aesen OO B
parabeno US: m, sabor raspberry, NAT FL
pratenoUS? sace bt g s T sy tosi AT L ek o 77 vt |
Preguntas? 156+338-5221
o vistancs wuw.broncachem.com
Fabricado en Repdblica Dormi

ek g ot ot ., Booa Pl FL 33487 USA
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Séabila con amor

Progunte a su médico antes de usar sl su nifio tiene
 enfermediad hepatica ™ tos crénica, asma o enfisema
=

Aska doctor bators use if your kid have.

 werdisease 1 persistent or chronic cough, astma or emphysama

= f your kid s allergic (o acetaminophen or any other component of
this formula

‘componentes de esta fgrmua.
Detenga el uso y pregunte a sumedico.
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Directions Taks only as drscted. For your comvenience, a dosage
30000 3oy Dose may be repeated ey 4 ours whie symptoms
persist, up to 8 times a day or as directed by a doctor
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Informacion adicional = Conservar 2 2025 °C
(88:77°F) M Nolo use sila tapa esta aterada o vota.

Other information
 Stora st 8677 F (20-25 °C)
8 Donot use if cap s aitered or broken

Propiend glicol, ghcerina, sorbitol al Inactive ingredients Propyiene glycol. aivcerin.
70%, sucraiosa, dcido citico, edetato disodico, poivinl sorbiol 70% USP, weralos, i acd, dsodum EDTA, paidene,
cirato de sodio dhratads, dorur de sodic, miel,propd galato, Sockm e v, s  honey, propy! galate, Red color
coor oo FDAC 40 aoa vera s, el e USE pros SAGFDGC, oo vpe et peion UBF. oo aesen OO B
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Warnings

Do not use |f you are now taking a prescription

manoamine oxidase inhibitor (MAOI) or two weaks

after stopping the MAOI drug (certain drugs for

depression, psychiatric or emotional conditions

may contain MAOI), If you are uncertain whether

your prescription contains MAOI ask a doctor or

pharmacist before taking this product.

Ask a doctor before use if your kid

B Wver disease W persistent or chronle cough,
asthma or smphysema

W it your kid is allergic to acetaminophen ar any
other component of this formula

Stop use and ask a doctor if

W symptoms last more than 5 days

m fever gets worst or last more than 3 days, or
oceurs with rash or headache that last, a
persistent cough, this could be signs of &
serious condition

W if your child Is taking the blood thinning drug
wartarin

Ihtpmnofhnnh a'lehldm

Inactive ingredients Propylene glycul glycerin,
sorbitol 70% USP, sucralose, cifric acid, disodium
EDTA. , sodium citrate diydrate, sadium
chlaride, honey_ propyl galate, Red color #40FD&C,
akoe vera, metil paraben USP, propy paraben USP,
bubble gum flavar, mapherryflamr MNAT FL
masking type #27872, putified watar.

Broncochem’

COLD & FLU SYRUP

Bronquial and nasal
decongestant

Pain and fever control
Aloe with love

NDC 65131-109-84

Active Ingredients (in 10 mL or cc) Purpose
Acetaminophen 325.00 mg Analgesic
Gualfenesin USP 20000 mg Expectorant
Phenylephrine HCL W000my  Decongestant

| children 8 to 12 years

Uses Bronchial congestion, iritation of the
respiratory passages, halps loosen phlegm (musus)
and dilute bronchial secretions, temporarily reduces
fever and minor pains associated with cold,
headache, and sore throat.

Directi Take only as di |, For your

conmlomadosags spoon is provided, Dose
be repeated every 4 hours while symptoms

m“;;:,h“h.'lmﬂ“ rected

of age |1Dnﬂ.crccmry4hwrs

gl‘l‘::nundersmrs ‘ consult & doctor

Other information W Store al 66-77 °F (20-25 *C)
¥ Do not use if cap s altered or broken

4 FL.OZ. (120 mL or cc)

| FDA REGISTERED

Ses carton for complete information for use.

Made In Dominican Republie | Lote/ Bateh:
ively for; Global Comporation Inc., | Expl data:
Boca Raton, FL 33487 USA.

Questions? Please call for medical direction

weekdays 9 AM to 5 PM EST. at 1-
or visit us at www.broncochem.com

Warnings

Do not use |f you are now taking a prescription

monoamine oxidase inhibitor (MAOI) or two weeks

after stopping the MAOI drug (certain drugs for

o lon, psychiatric or emotional conditions

may contain MAOI, if you are uncertain whether

your prescription contains MADI ask a doctor or

pharmacist before taking this product.

Ask a doctor before use if your kid

W Wver disease W persistent or chronle cough,
asthma or emphysemsa

o if your kid is allergic to acetaminophen ar any
other companent of this formula

Stop use and ask a doctor if

W symptoms last more than 5 days

m fever gets worst or last more than 3 days, or
occurs with rash or headache that last, a
persistent cough, this could be signs of a
serious condition

W if your child |5 taking the blood thinnéng drug
wartarin

I&tpmnofhnuh o'lehldr-n.

Inactive ingredients F'fﬂwlans ulrwl glycerin,
sorbitol 70% USP, sucralose, citric acid, disodium
EDTA, , sodium citrate difydrate, sadium
chloride, honey, propyl gadate, Red color #40FDAC,
aloe vera, metil paraben USP, propyl paraben USP,
bubbie gum flaver, raspberry flavor, NAT FL

L masking type #27272, purified water.,

Broncochem’

COLD & FLU SYRUP

Bronquial and nasal
decongestant

Pain and fever control
Aloe with love

NDC 65131-109-84

Active Ingredients (in 10 mL or cc) Purpose
Acetaminophen 325.00 mg Analgesic
Guaifenesin USP 20000 mg Expectorant
Phenylephrine HCL W000mg Decongestant

Uses Bronchial congestion, irritation of the
respiratory passages, hebs loosen phlegm (mucus)
and dilute bronchial secretions, temporarily reduces
fever and minor pains associated with cold,
headache, and sore throat.

Directions Take only as directed. For your
conmlomadosags spoon Is provided. Dose
be repeated every 4 hours while symptoms
plnilt up to 6 times a day or as directed
a doctor.

:LL%F:HSM12M | 10 ml or cc every 4 hours

?I‘I‘:::nunderﬁmrs ‘ consuit & doctar

Other information W Store at 88-77 °F (20-25°C)
¥ Do not use if cap s altered or broken

4 FL. OZ. (120 mL or cc)

| FDA REGISTERED

| See carton for complete information for use.

Made in Dominican Republic
ively for: Giobal Gorp
Boca Raton, FL 33487 USA,

Lote / Batch:
Exp date:

jon Inc.,

Questions? Please call for medical direction
wesekdays 9 AM to 5 PM EST. at +
o visit us at www.broncochem.com




Warnings
Do not use i you are now taking a prascription
manoamine oxidase inhibitor (MAOI) or two weaks
after stopping the MAOI drug (certain drugs for
depression, psychiatric or emotional conditions
may contain MAOI), If you are uncertain whether
your prescription contains MADI ask a doctor or
pharmacist before taking this product.
Ask a doctor before use if your kid
i distase persistent of chironic cough,
asthma or emphysema
if yaur kid is allergic to acetaminophen ar any
other component of this formula
Stop use and ask a doctor if
symphoms last more than 5 days
fever gets worst or last more than 3 days, or
oecurs with rash or headache that last, a8
persistent cough, this could be signs of &
serious condition
if your ehild Is taking the blood thinning drug
warfarin
Keep out of the reach of children.

Inactive ingredients Propylene glycol, glycerin,
sorbitol T0% USP, sucralose, citric acid, disodium
EDTA, povidone, sodium citrate diydrate, sadium
chloride, honey, propy| galate, Red color #40FD&C,
aboe vera, malil paraben USP, propyl paraben USE,
bubble gum flaver, raspberry flavor, NAT FL

Broncochem’

Bronquial and nasal
decongestant

Pain and fever control
Aloe with love

Made in Daminlcan Republie Lole / Batch:
Exclugively for; Global Corporation Inc., Expiration daba:
Boca Raton, FL 33487 USA,

Active Ingredients (in 10 mL or cc) Purpose
Acetaminophen 325.00 mg Analgesic
Gualtenesin USP 20000 mg Expectorant
Phenylephrine HCL W000my  Decongestant

Uses Bronchial congestion, iritation of the
respiratory passages, halps loosen phlegm (mucus)
and dilute bronchial secretions, tempararily reduces
fever and minor pains associated with cold,
headache, and sore throat,

Directions Take only as directed. For your
convenience, a desage spoon is provided. Dese
may be repeated every 4 hours while symptoms
persist, up to & times a day or as directed

by a doctor.

children 8 to 12 years

of age 10 ml. or oo every 4 hours
il

g;\la:;r:n under 6 years consult a doctar

Other information Store at 66-77 °F (20-25 *C)
Do not use if cap is altered or broken

Sea carton for complete information for use.
Questions? Please call for medical direction

weekdays 9 AM to 5 PM EST. at 1-661-338-5221
or visit us at www.broncochem.com

| masking type #27872, purified water.

BRONCOCHEM KIDS COLD AND FLU

acetaminophen-phenylephrine hcl-guaifenesin syrup

Product Information

HUMAN OTC DRUG NDC:65131-109

Product Type Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 3iﬁ515”?n|_
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 10 mg
UNIL:1WS297W6MV) HYDROCHLORIDE in 10 mL
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNI:495W7451VQ) GUAIFENESIN zigolg‘?m_
Inactive Ingredients
Ingredient Name Strength

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
GLYCERIN (UNIl: PDC6A3C0OX)

SORBITOL (UNIIl: 506T60A25R)

SUCRALOSE (UNII: 96K6UQ3ZD4)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
DISODIUM HEDTA (UNIl: KME849MC7A)
POVIDONE K90 (UNIl: RDH86H)V5Z)

SODIUM CITRATE (UNIIl: 1Q73Q2JULR)

SODIUM CHLORIDE (UNII: 451W471Q8X)

HONEY (UNIl: YOH1V576FH)

1.5 mL in 10 mL
2.5mL in 10 mL
2 mL in 10 mL

15 mg in 10 mL
20 mg in 10 mL
0.9 mg in 10 mL
100 mg in 10 mL
40 mg in 10 mL
6.25 mg in 10 mL
100 mg in 10 mL



PROPYL GALLATE (UNII: 8DASNN7V92)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
ALOE VERA LEAF (UNIl: ZY81Z83HO0X)
METHYLPARABEN (UNII: A2I8C7HIOT)
PROPYLPARABEN (UNIl: Z8IX2SC10H)
RASPBERRY (UNII: 4N14V5R27W)
WATER (UNIl: 059QFOKOOR)

Product Characteristics
Color

Shape
Flavor BUBBLE GUM

Contains

Packaging
# Rkem Code Package Description

NDC:65131-

1 109-84

1in 1 BOX

Combination Product

Marketing Information

120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a

1 mg in 10 mL

0.16 mg in 10 mL

4 mg in 10 mL

10 mg in 10 mL

1.5 mg in 10 mL
0.0048 mL in 10 mL
10 mL in 10 mL

Score
Size
Imprint Code

Marketing Start Marketing End
Date Date

04/21/2025

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug M 04/21/2025

Labeler - LABORATORIO MAGNACHEM INTERNATIONAL SRL (871446100)

Revised: 3/2025

LABORATORIO MAGNACHEM INTERNATIONAL SRL
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