SOLAR Pro. Beyond use date solid preparation water
containing vehicle

What is a beyond use date?

A beyond use date (BUD) is the date or time after which a compounded sterile preparation (CSP) or
compounded nonsterile preparation (CNSP) may not be stored or transported and is calculated from
the date or time of compounding.

What are beyond-use dates (BUDs)?

Beyond-use dates (BUDs) are the date or time after which a compounded sterile preparation (CSP) or
compounded nonsterile preparation (CNSP) may not be stored or transported. BUDs are calculated from the
date or time of compounding and help decrease the risks that may be posed to patients.

What is the beyond-use date for water-containing formulas?

For Water-Containing Formulations (prepared from ingredients in solid form)-- The beyond-use date is not
later than 14 daysfor liquid preparations when stored at cold temperatures between 2 and 8 (36 and 46 F). For
All Other Formulations-- The beyond-use date is not later than the intended duration of therapy or 30
days,whichever isearlier.

How are beyond-use dates assigned for compounded preparations?

Beyond-use dates for compounded preparations are usually assigned based on professional experience,which
should include careful interpretation of appropriate information sources for the same or similar formulations
(see Stability Criteria and Beyond-Use Dating in the general test chapter Pharmaceutical
Compounding--Nonsterile Preparations 795).

Can a product expiration date be used to extrapol ate a beyond-use date?

When a manufactured product is used as the source of active ingredient for a nonsterile compounded
preparation,the product expiration date cannotbe used to extrapolate directly a beyond-use date for the
compounded preparation. However,a compounder may refer to the literature or to the manufacturer for
stability information.

What are beyond-use dates for CSPs?

Beyond-use dates for CSPs are rarely based on preparation-specific chemical assay results,which are used with
the Arrhenius equation to determine expiration dates (see General Notices and Requirements) for
manufactured products.

The following are accreditation and regulatory standards for assigning beyond-use dates (BUDS) in sterile
compounding. For further definition of aBUD, and considerationsinvolved in ...

What is Water Activity? In the most recent USP General Chapter &It;795&gt;, titled "Pharmaceutical
Compounding-Nonsterile Preparations’, released on June 1, 2019, we see ...
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Once a drug has been repackaged, reconstituted or dispensed from its original stock bottle it must be assigned
a beyond use date. The beyond use date is the last day and time the product is guaranteed to be stable, potent

Previoudly, the two distinguishing categories that determined a change in BUD were "nonagueous’ and
"water-containing”; however, this caused confusion in the...

The manufactured products would have expiration dates of at least 2 years as assigned by the manufacturer
following stability testing of the product. If such a preparation were compounded, a beyond-use date of 6
monthsfor a...

Study with Quizlet and memorize flashcards containing terms like 1 CTBA Compounding is the on-demand
formulation of adrug preparation according to a physician®s prescription for a an ...

For water-containing formulations (prepared from ingredients in solid form), the beyond-use date shall not be
later than 14 days for liquid preparations when stored at cold ...

Sample Prescriptions. SAMPLE PRESCRIPTION 28.1. CASE: Professor George Helmholtz is a 160-1b,
5"11™ tall, 68-year-old man who has recently retired from his university faculty position. He and his wife
have ...

In some cases, you may substitute refrigeration and a short beyond-use date for the preservative. If this is
done, be certain that the caregiver understands the importance of proper storage conditions and the hazards ...

When using manufactured solid dosage forms to prepare a solution or agueous suspension, the compounder is
also to consider factors such as hydrolysis and the freeze-thaw property of the....

Beyond-use dates for CSPs are rarely based on preparation-specific chemical assay results, which are used
with the Arrhenius equation to determine expiration dates (see ...

BEYOND-USE DATE BY TYPE OF FORMULATION Non-agueous formulations - The BUD is not later
than the time remaining until the earliest expiry date of any API or 6 months, whichever is...

Alcohol USP 50.0 ml clear, non-viscous liquid water miscible vehicle Glycerin USP 40.0 ml clear, viscous
liquid water miscible emollient ... Water containing formulations: When ...

released on June 1, 2019, we see references to water activity in Section 10.0 "Establishing Beyond Use Dates'.
In fact, the beyond use dating (BUD) is primarily based upon the water ...
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remaining until the earliest expiry date of any APl or 6 months, whichever is earlier. Water-containing oral
formulations - The BUD is not later than 14 days with storage at controlled cold ...

Karl Fischer Titration and Loss on Drying are widely used test methods to determine the water content of a
sample. Water content in pharmaceutical preparations and water activity are not the same. While water ...

When using manufactured solid dosage forms to prepare a solution or agueous suspension, the compounder is
also to consider factors such as hydrolysis and the freeze ...

BEYOND USE DATES: USP Chapter 795 defines Beyond Use Date (BUD) as the date after which a
compounded nonsterile preparation (CNSP) should not be used. The BUD is....

268 Part 4 Pharmaceutical Excipients d. A 1% methylcellulose gel that is preservative-free is a suitable liquid
vehicle for this age group. 2. Children: Use judgment ...

Study with Quizlet and memorize flashcards containing terms like For each non-sterile compounded product,
what provides guidance for applying a & quot;beyond use date& quot;?, How do ...
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