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liiactiires: monohasic
sodium phosphate dihydrate,
sodium chioride, sodium
hydrUXide to adjust pH, and
water for injection, USP.

 
 
 
  
 
  

 
 
 
 

Manufactured for:
ISTA Pharmaceuticals? inc.
Irvine, CA 92018

By:
Eausch ELornlJ Incorporated
Tampa, FL 3363?

Under license from:
Seniu Pharmaceuticai Co, Ltd
Osaka. Japan 541-0046

 
 

 

 

HBEPR VE "'

(bepotastine be ilate

ophthalmic solution)

/=\

\

S

Lot

Exp

  

 

NEIC 7425-0fl7v75

%
Sterile 1!] mL

onnly  
 

 
 
 
 
 I A emimmumix '

 
 

  

This product is steiiie whenmanufactured and shouid be
dispensed in the originai
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avoid contamination

Foi topical application
in the eye.

Usual dosage:
instili one drop into the
affected eyets] twme a day
See accompanying
prescribing information.
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HIGHLIGHTS OF PRESCRIBING 
INFORMATION 
These highlights do not include all the 
information needed to use Bepreve™ 
(bepotastine besilate ophthalmic solution) 
1.5% safely and effectively.   
See full prescribing information for 
Bepreve™. 
 
BEPREVE™   
(bepotastine besilate ophthalmic solution) 1.5% 
Initial U.S. Approval: 2009 
 
------------INDICATIONS AND USAGE--------- 
Bepreve™ is a histamine H1 receptor antagonist 
indicated for the treatment of itching associated 
with allergic conjunctivitis. (1) 
 
--------DOSAGE AND ADMINISTRATION---- 
Instill one drop into the affected eye(s) twice a 
day. (BID). (2)  

 

-------DOSAGE FORMS AND STRENGTHS-- 
Solution containing bepotastine besilate, 1.5%. 
(3) 

 
 
-----------WARNINGS AND PRECAUTIONS------- 
• To minimize the risk of contamination, do not 

touch dropper tip to any surface.  Keep bottle 
tightly closed when not in use. (5.1) 

• Bepreve™ should not be used to treat contact 
lens-related irritation. (5.2) 

• Remove contact lenses prior to instillation of 
Bepreve™.  (5.2) 

 
-------------------ADVERSE REACTIONS------------ 
The most common adverse reaction occurring in 
approximately 25% of patients was a mild taste 
following instillation. Other adverse reactions which 
occurred in 2-5% of subjects were eye irritation, 
headache, and nasopharyngitis. (6) 
 
To report SUSPECTED ADVERSE REACTIONS, 
contact ISTA Pharmaceuticals, Inc. at 1-877-788-2020, 
or FDA at  1-800-FDA-1088 or 
www.fda.gov/medwatch. 
 
See 17 for PATIENT COUNSELING 
INFORMATION 

Revised: 08/2009
 

_____________________________________________________________________________________________

FULL PRESCRIBING INFORMATION: 
CONTENTS* 
1 INDICATIONS AND USAGE 
2 DOSAGE AND ADMINISTRATION 
3 DOSAGE FORMS AND STRENGTHS 
4 CONTRAINDICATIONS 
5 WARNINGS AND PRECAUTIONS  
 5.1 Contamination of Tip and Solution 
 5.2 Contact Lens Use 
 5.3 Topical Ophthalmic Use Only 
6 ADVERSE REACTIONS 
8 USE IN SPECIFIC POPULATIONS 
 8.1 Pregnancy 
 8.3 Nursing Mothers 
 8.4 Pediatric Use 
 8.5 Geriatric Use 

11 DESCRIPTION 
12 CLINICAL PHARMACOLOGY 
12.1 Mechanism of Action 
12.3 Pharmacokinetics 
13 NONCLINICAL TOXICOLOGY 
13.1 Carcinogenesis, Mutagenesis and Impairment 

of Fertility  
14 CLINICAL STUDIES 
16 HOW SUPPLIED/STORAGE AND 

HANDLING 
17 PATIENT COUNSELING INFORMATION 
17.1 Topical Ophthalmic Use Only 
17.2 Sterility of Dropper Tip 
17.3 Concomitant Use of Contact Lenses 
 
*Sections or subsections omitted from the full 
prescribing information are not listed

____________________________________________________________________________________________
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