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 Addendum to the Assignment of Beyond-Use Dates for Non-Sterile Preparations   

 

DISCLAIMER: Copyright© Medisca Pharmaceutique Inc. 2005-2024. This document is for customer’s internal use only. Any reproduction, reprint or copy, in electronic or print version, is strictly prohibited 
without the expressed written consent of Medisca.  This formula and instructions thereof are intended to be used as a guideline for educational purposes only on the basis of recognized compendia and texts 
referenced at the end of this document, and should not be relied on by the customer “as is”. Adjustments may be needed to meet specific patient needs and in accordance with a prescriber’s prescription. The 
customer must employ appropriate tests to determine the stability or suitability of this formula. Any use of, or changes to, this formula must be validated, approved and authorized for use by customer prior 
to use. Medisca shall not be liable for, and does not warrant, the accuracy or completeness of the content of this document, including infringement or non-infringement by the formula of any patent or other 
third party intellectual property, which shall be at the sole discretion and responsibility of the customer. In all cases, it is the responsibility of the customer to ensure compliance with local, state and federal 
regulations, laws and industry practices prior to use. This document is subject to the terms and conditions of purchase found at https://www.medisca.com/terms-and-conditions. 

USP <795> GENERAL GUIDELINES FOR ASSIGNING BEYOND-USE DATE LIMITS 

Type of Preparation Dosage Form Specification Examples 
Beyond-Use 

Date 
Storage Temperature 

For Non-Preserved Aqueous 

Dosage Form 

aw ≥ 0.6 (e.g. emulsions, gels, creams, 

solutions, sprays or suspensions) 
14 Days Refrigerator 

For Preserved Aqueous Dosage 

Form 

aw ≥ 0.6 (e.g. emulsions, gels, creams, 

solutions, sprays or suspensions) 
35 Days 

Controlled Room 

Temperature or 

Refrigerator 

For Non-Aqueous Oral Liquids 
A non-aqueous oral liquid is one that has 

an aw < 0.6 (e.g. fixed oils) 
90 Days 

Controlled Room 

Temperature or 

Refrigerator 

Other Non-Aqueous Dosage 

Forms 

(e.g. capsules, tablets, granules, powders, 

non-aqueous topicals, suppositories, and 

troches) 

180 Days 

Controlled Room 

Temperature or 

Refrigerator 
 

Note: Medisca assigns Beyond-Use Date Limits for all non-sterile preparations based on the current USP BUD guidelines at the time 

of formulation. In the event that a particular formula’s BUD does not match the current USP guidelines, the above table from USP-

NF 2023, Issue 1 takes precedence.* 

 

*Medisca has chosen to execute an early adoption of the revised standards of USP-NF 2023 (to be official 11/01/2023). Please 

check with your local regulatory body to confirm which standards are applicable to your practice.   

 
 

Medisca currently has a Formula Beyond-Use Date Databank. This databank lists several formulas that have undergone R&D stability-

indicating studies to establish the evidence-based extended BUD. The suggested BUD for a specific formula is based on the exact 

execution of the indicated ingredient list, quantities and procedures listed within this formulation. In the case of a R&D Bracketed BUD 

study, the studied concentration range will be listed and any concentration compounded at or between these strengths may apply the 

suggested BUD based on the exact execution of the indicated ingredient list, procedures and quantities listed within this formulation. 

 

For exceptional cases, certain formulations may be assigned a lower BUD than what is indicated within the USP guidelines due to 

specific stability information surrounding the formulation in question. In such instances, the assigned BUD within the formulation 

stands. 
 

If additional information and/or clarification is required, please e-mail our Compounding Support Services Department at 

compoundingservices@medisca.com or call 1-866-333-7811. 
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