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Proposed Blister Label for Cetirizine Hydrochloride Orally Disintegrating Tablets, 10 mg (6 tablets)
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Proposed Carton Label for Cetirizine Hydrochloride Orally Disintegrating Tablets, 10 mg - 12 tablets (2X6)
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Drug Facts Drug Facts (continued)
- Active ingredient (in each tablet) ~ Purpose | Keep out of reach of children. In case of overdose, get medical
Cetirizine Hydrochioride 10 mg Antitistamine help or contact a Poison Control Center right away. (1-800-222-1222)
— Uses Directions
tamporaily reizves thesa symptoms due to hay fever or other ugper Tablet melts in mouth. Can be taken with or without water.
respiratory allergies: ) aduts and children 6 years | one 10 my tatdet once daily; do not
-  runy nose  sneezing and over take more than one 10 mg tablet in
« itchy, wateryeyes e itching of the nose or throat 24 hours. A 5 mg product may be
- Warnings appropriate for less severe symptoms.
- Do not use if you have ever had an allergic reaction to this product | adults 65 years and over ask a doctor
— - or any of its ingredients or to an antihistamine containing hydroxyzine. chidren undor B years of age | aska doctor
— Ask a doctor before use if you have fiver or kidney disease. Your 3
= doctor shoulddetarmine i you need a iferent dose. s wbeer | Wkt
- Aska doctor or pharmacist before use if you are taking - -
tranquilizers or sedatives. Other information
- store between 20° to 25°C (68° to 77°F). Avoid high humidity.
When using this product . . :b?u-aimoorhm-.;tbo’-dum- '
- « drowsiness may occur  avoid alcoholic drinks « see side panel for lot number and expiration date

« alcohol, sedatives, and tranquilizers may increase drowsiness
« be careful when driving a motor vehicle or operating machinery

Inactive ingredients
butyl byd hyd

D Stop use and ask a doctor if an allergic reaction to this product
occurs. Seek medical help right away.
I nt or breast-feeding:
. ﬂ.hv:t-tuﬁm: mtuc:un\hd
« if pregnant: ask a health professional before use. )

yl hydroxy collaidal silicon dioxide,
com starch, crospovidons, edetate disodium, hydraxy propyl beta
cyclodextrin, magnesium stearate, microcrystaliine cellulose, maize
maltodextrin, peppermint and orange flavor, and sucralose.

Questions? cal 18008289393

(b) (4)



Proposed Carton Label for Cetirizine Hydrochloride Orally Disintegrating Tablets, 10 mg - 24 tablets (4X6)
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Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) ~ Purpose | Kesp out of reach of children. In case of overdose, get medical
Cetirizine Hydrochioride 10 mg Antitistamine help or contact a Poison Control Center right away. (1-800-222-1222)
L Uses Directions
temporariy relieves these symptoms due to hay fever or other upper Tablet melts in mouth. Can be taken with or without water.
respiratory allergies: adults and children 6 years | one 10 mg tatiet once daily; do not
© runy nose  sneezing and over take more than one 10 mg tablet in
« itchy, wateryeyes e itching of the nose or throat 24 hours. A 5 mg product may be
Warnings appropriate for less severe symptoms.
- Do not use if you have ever had an allergic reaction to this product | adults 65 years and over ask a doctor
or any of its ingredients or to an antihistamine containing hydroxyzine. chidren undor B years of age | aska doctor
Ask a doctor before use if you have liver or kidney disease. Your B
= doctor shoulddetarmine i you need a iferent dose. s wbeer | Wkt
- Aska doctor or pharmacist before use if you are taking - -
tranquilizers or sedatives. Other information
store between 20° to 25°C (68° to 77°F). Avoid high humidity.
When using this product . . . b“l'ouuiwt-oorhllw -.;tiu’-d Um- '
-  drowsiness may occur e avoid alcoholic drinks o see side panal for lot number and expiration date

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

If pregnant or breast-feeding:
« if breast-feeding: not recommended
« if pregnant: ask a health professional before use. >
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cyclodextrin, magnesium stearate, microcrystaliine cellulose, maize
maltodextrin, peppermint and orange flavor, and sucralose.
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