ALLEROFF - cetirizine hydrochloride syrup
Corporacion Infarmasa

Drug Facts
(ineach 5 ml teaspoonful) Cetirizine HCL 5 mg.......... Antihistamine

Ask a doctor before use if you have
liver or kidney disease. Your doctor should determine if you need a different
dose.

Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives.
When using this product:

Drowsiness may occur

Avoid alcoholic drinks

Alcohol, sedatives and tranquilizers may increase drowsiness
Be careful whendriving a motor vehicle or operating machinery

Do not use if you have ever had an allergic reaction to this product or any of its ingredients or to an
antihistamine containing hidroxyzine

In case of overdose, get medical help or contact a Poison Control Center right away. (1-800-222-1222)

If pregnant or breast feeding:

e if breast feeding: not recommended
e if pregnant: ask a health professional before use

Stop use and ask a doctor if an allergic reaction to this product occurs. Seek medical help right away.

Uses
Temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:

e Runny Nose

e [tchy,water eyes

e Itching of the nose or throat
® Sneezing

If you have questions of a medical nature, please contact your pharmacist, doctor or health care
profesional

Questions or comments? 561 338 5221

Store between 20°C to 25°C ( 68°F to 77°F)



See bottom panel for lot number and expiration date
Use only with enclosed dosing cup

Adults and Children 6 years and over 1 teaspoonful (5ml) ot 2 teaspoonful (10ml) once daily
depending upon severity of symptoms; do not take more than 2 teaspoonful (10ml) in 24 hours

Adults 65 years and over 1 teaspoonful (5ml) once daily; do not take more than 1
teaspoonful (5ml) in 24 hours

Children 2 to under 6 years of age 1/2 teaspoonful (2.5ml) once daily.If needed, dose can be
increased to a maximum of 1 teaspoon (5ml) once daily or 1/2 teaspoonful (2.5ml) every 12 hours. Do
not give more than 1 teaspoonful (5ml) in 24 hours

Children under 2 years of age Aska Doctor
Consumer with liver or kidney disease Aska Doctor

Citric and monohydrate, Sodium Benzoate, Sodium Citrate Tribasic Dihydrate, FDC Red N° 40,
Disodium Edetate, Strawberry Essence Liquid, Glycerol, Saccharin Sodium, Sorbitol, Purified Water
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If you are taking tranquilizers or sedatives, ask a dactot or a health
professional before using this product.

When using this product:

«Drowsiness may occur

« Avoid alcoholic drinks.

« Mlcchol, sedatives and tranquilizers may increase drowsiness.

~Be areful when diiving a motar vehidle or operating machinery.

Stop using and ask a doctor if an allergic reaction to this product
oclrs. Seek medical help right away.

-if you are breast-feeding: not recommended.

-if you are pregnant: ask a health professional befare using.

Keep out of the reach of children. In case of overdose, get medical
help or contact a Poison Control Center right away (1-800-222-1222)

Directions
Use only with dasing cup pravided.

hts and children 6 years and over: 1 teaspoonful (5 ml) ot 2
teaspoonfuls (10 mL) once daily depending upon severity or symptams;
donottake more than 2 teaspoonfuls (10 mL) in 24 hours.
Adults 65 years and aver: 1 luspmml\l (5 ml) once daily; do not take
more than 1 teaspoonful {S mL) in 24 hours.
Children 2 to under 6 years of age:  teaspoonful (2,5 mL) once dally.
I needed, dose can be increased to a maimurm of 1 teaspoonful {5 ml)
once daily or % teaspoonful (2,5 mL) every 12 haurs. Do not give more
than 1 teaspoonful (S mL) in 24 hours.
Children under 2 years of age: Ask a doctor
Cansumers with liver or kidney disease: Ask a doctor

Other information
«Store between 20°to 25° C (68°10 77°F)
- See the top panel for the batch number and the expiry date

Inactive ingredients

Citric add monohydrate, sodium benzoate, sodivm ditrate tribasic
dinydrate, FDC Red N° 40, disodium edetate, strawberry essence liquid,
glycerol, saccharin sodium, sorbitol, purified water

‘Questions or mmmerm’ Essl 3385221

Hyou have questions Your | clst,
doctor or health professional.

This product is not manufactured or distributed by McNeil Consumer
Healthcare, division of McNeil-PPC, Inc., distributor of 2yrtec”.
Manufactured by Distributor

Corporation Global Corporation Inc.

Infarmasa S.4. 621N WS3rd. S,

Lima, Peru Suite 240, Boca Ratan, Florida 33487

Datos de este medicamento

Ingrediente activa Funcién
Cetirizina H(l {5 mg en ada 5 ml) ... Antihistaminico

Usos
Alivia temporalmente los sintomas de la fiebre del heno u atras alergias
respiratorias superiores como:
-Estornuda - Escazon, ojos llorosas
-Rinontea - Escozor de la nariz o la garganta

Advertencias

Nousarsi alg inalérgia d alquno
desus |ngred|enm 03 un antihistaminico que contiene hidroxizina.
Siusted tiene una uﬁmedad iel Ii';:lﬂ ndd rifign, consulte asu

sl necesita

Si usted estd tomando tranquilizantes o sedantes, consulte 2 su
médico o farmacéurico antes de usar este praducto.
Al utilizar este producta:
-Puede ocuntr somnclenda.
- Evitarlas hebidas alcohdlicas.
«H akalml los sedantes y los tranquilizantes pueden aumentar l2

Suqunh elusay mnﬂlu a su médico si se mdm una reactidn
alérgica. Busque ayuda médica deinmediato.

Si rm dando delactar: No se recomienda su uso.

~Si estd embarazada: Consulte con su médico antes de usar este praducta,
Mantener fuera del alcance de los nifios. En caso de sobredusis,
obtenga ayuda médica o péngase en contacte en un centro de toxicologia
de inmediato (1-800-222-1222).

Instrucciones Use d dosficadarinduida

sintomas, no torme mas de 2 cucharaditas {10 mL) en 24 horas.
Adultos mayores de 65 afios: 1 aucharadita (5 ml) una vez dl dia, no

%mdlaradm (2.5mL) una vezaldi. Siesnecesaria,
aximo de 1 cucharadita (5 ml) una
vez dh 0% mdlmdrh ()5 mi) @da 12 horas. No le dé mis de 1
cucharadita (5 mL) en 24 horas.

Menares de 2 afios: Consulte a su médico

Padentes con enfermedad hepatica o renal: Consulte a sumédica.

Otra informacién
= {onservar enlre 20°a 25" ({68"a 77°F)

~Revise el nimero delote y la fecha de vendmienta.
Ingredientes inactivos
Addo ditrico monohidratads, benzoato de sodio, citrato de sodio tibisico
dihidratado, colorante rojo FDC N°40, edetate disddic, esencia liquida de
fresa, glicerol, sacarina sadica, satbitol, agua purificada
;_Pregumas o comentarios? (5613385221

o 1ud

Fabricado por Distribuidor

Corporacian Globzl Cotporatian Inc.

Infarmasa S.A. 621 N.W53rd. St

Lima, Peru Suite 240, Boca Raton, Florida 33487
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cetirizine hydrochloride syrup

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:16853-126 1

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CETIRIZINE HYDRO CHLORIDE (UNII: 640047KTOA) (Cetirizine - UNI:YO726 IME24) CETIRIZINE HYDROCHLORIDE 1mg

Inactive Ingredients

Ingredient Name Strength
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP) 0.080 mg
SODIUM BENZOATE (UNII: OJ245FE5EU) 0.100 mg
SODIUM CITRATE (UNIL: 1Q73Q2JULR) 0.090 mg
FD&C RED NO. 40 (UNI: WZB9127X0A) 0.003 mg
EDETATE DISODIUM (UNII: 7FLD9 1C86K) 0.025 mg
GLYCERIN (UNII: PDC6A3C00X) 25 mg
SACCHARIN SODIUM (UNII: SB8ZUX40TY) 0.075 mg
SORBITOL (UNI: 506 T60 A25R) 30 mg
WATER (UNII: 059QF0KOOR) 100 mL
STRAWBERRY (UNII: 4J2TY8Y81V) 0.07 mg
Product Characteristics
Color pink (pink) Score
Shape Size
Flavor STRAWBERRY (Strawberry) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:16853-1261-1 1in 1 CARTON
2 NDC:16853-1261-2 2 in 1 PACKAGE, COMBINATION

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDA022155 01/15/2010

Labeler - Corporacion Infarmasa (934098294)

Establishment
Name Address ID/FEI Business Operations

Corporacion Infarmasa 934098294 manufacture
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