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Xyzal® Allergy 24HR (levocetirizine) products – Rx-to-OTC Approval 

• On February 1, 2017, Sanofi announced the FDA approval of Xyzal Allergy 24HR (levocetirizine) 
tablets and Children’s Xyzal Allergy 24HR oral solution, as an over-the-counter (OTC) treatment to 
temporarily relieve symptoms of runny nose, sneezing, itchy and watery eyes, and itching of the 
nose or throat due to hay fever or other respiratory allergies.  
 

• Levocetirizine is an antihistamine. Examples of other oral single agent OTC antihistamines used to 
treat similar symptoms include chlorpheniramine (eg, Chlor-Trimeton® 12 Hour), clemastine (eg, 
Dayhist® Allergy), diphenhydramine (eg, Benadryl®), triprolidine (eg, Histex™), fexofenadine (eg, 
Allegra® Allergy), loratadine (eg, Claritin®), and cetirizine (eg, Zyrtec®).  
 

• Warnings of Xyzal Allergy 24HR state the following:  
 

— Do not use if the patient has kidney disease or if the patient ever had an allergic reaction to 
this product, any of its ingredients or to cetirizine. 

— Ask a doctor prior to use if the patient has ever had trouble urinating or emptying the 
bladder. 

— When using this product: drowsiness may occur; avoid alcoholic drinks; alcohol, sedatives 
and tranquilizers may increase drowsiness; and be careful when driving a motor vehicle or 
operating machinery. 

— Patients should stop use and ask a doctor if they experience trouble urinating or emptying of 
the bladder or if an allergic reaction occurs. 

— If an allergic reaction to Xyzal Allergy 24HR occurs, medical attention should be sought right 
away. 
 

• The recommended doses of Xyzal Allergy 24HR products are as follows: 
 

Product(s) Patient age Dose 

Xyzal Allergy 24HR tablets/ 
Children’s Xyzal Allergy 

24HR oral solution 

Adults and children 
12 - 64 years of age 

2.5 mg or 5 mg once daily 
dependent on symptom 

severity 
(2.5 mg: 1/2 tablet or 5mL; 
5 mg: 1 tablet or 10 mL) 

Children 6 - 11 
years of age 

2.5 mg once daily 
(1/2 tablet or 5 mL) 

Children’s Xyzal Allergy 
24HR oral solution 

Children 2 - 5 years 
of age 

1.25 mg once daily 
(2.5 mL) 

 
— Xyzal Allergy 24HR products are administered in the evening and a single dose should not 

be taken more than once in a 24 hour period. 
— Adults ≥ 65 years of age should consult with a doctor prior to use. 
— Xyzal Allergy 24HR tablets should not be used in children < 6 years of age. 
— Children’s Xyzal Allergy 24HR oral solution should not be used in children < 2 years of age. 

 
• Prescription Xyzal® (levocetirizine) is currently available and indicated for the following: 

 
— Relief of symptoms associated with seasonal allergic rhinitis in adults and children ≥ 2 years 

of age 
— Relief of symptoms associated with perennial allergic rhinitis in adults and children ≥ 6 

months of age 

http://mediaroom.sanofi.com/sanofis-xyzal-allergy-24hr-approved-for-over-the-counter-use-in-the-united-states/
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2017/209089Orig1s000,209090Orig1s000ltr.pdf
http://www.accessdata.fda.gov/drugsatfda_docs/label/2017/209089Orig1s000,209090Orig1s000lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ba907153-2639-485b-abd8-af239eccd4ed
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=8c94d63d-ed19-4161-b733-263de6554faa
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=702f9786-7ce9-43e4-921d-e1db09612127
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=cc466d33-cf3e-4f1c-a794-6d3d79903adf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=e8a00fa1-79af-4ce6-885f-0ce12c5da836
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ac32d6f9-f553-4d5c-ad36-575af5ea56de
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=605adf29-734f-451a-8ff3-74be7b5814a6
http://www.accessdata.fda.gov/drugsatfda_docs/label/2016/022064s032_022157s015lbl.pdf
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— Treatment of the uncomplicated skin manifestations of chronic idiopathic urticaria in adults 
and children ≥ 6 months of age. 

 
• Sanofi plans to launch Xyzal Allergy 24HR 5 mg tablets and Children’s Xyzal Allergy 24HR 2.5 mg/5 

mL oral solution in the Spring of 2017. 
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