21.00.30

Definitions. When used in this Rule 21.00.00, the following words and terms
shall have the following meanings, unless the context clearly indicates otherwise.

Active Pharmaceutical Ingredient (API): Chemicals, substances or other
components of preparations intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of diseases in human or other animals or for use as
dietary supplements.

Batch (Lot): Multiple units of the same compounded preparation in a single
discrete process, by the same individuals, carried out during one limited time
period.

Beyond-Use Date (BUD): A date after which a compounded preparation should not
be stored, used or transferred and is determined from the date the preparation is
compounded.

Component (ingredient): Any substance which is contained in a compounded
preparation.

Compounding:

D) The preparation, mixing, or assembling, of one or more active ingredients
with one or more other substances, or the assembling of a finished device:

(@) Formulated for use on or for the patient as the result of a
practitioner’s prescription drug order, chart order, or initiative,
based on the relationship between the practitioner, patient, and
pharmacist in the course of professional practice; or

(b) For the purpose of, or as an incident to, research, teaching, or
chemical analysis and not for sale or dispensing; or

(c) In anticipation of prescription orders based on routine, regularly-
observed prescribing patterns.

(2) Compounding does not include the preparation of copies of commercially
available drug products. Compounded preparations that produce, for the
patient, a significant difference between the compounded drug and the
comparable commercially available drug product as determined, by the
prescriber, as necessary for the medical best interest of the patient are not
copies of commercially available products. “Significant differences” may
include, but are not limited to, the removal of a dye for medical reasons
(such as allergic reaction), changes in strength, and changes in dosage
form or delivery mechanism. Price differences are not a “significant”
difference to justify compounding.

Preparation or Product: A compounded drug dosage form, a compounded dietary
supplement, or afinished device.

Quality Assurance (QA): Set of activities used to ensure that the processes used in
the preparation of non-sterile or sterile drug products lead to products that meet
predetermined standards of quality.



Quality Control (QC): Set of testing activities used to determine that the
ingredients, components and final non-sterile or sterile drug products prepared
meet pre-determined requirements with respect to strength, identity, quality, and

purity.

Repackaging: The subdivision or transfer of a product from one container or
device to a different container or device. Repackaging does not constitute
compounding, whether or not the product being repackaged was previously
compounded.

SOPS: Standard operating procedures.

Stability: Extent to which a preparation retains, within specified limits, and
throughout its period of storage and use, the same properties and characteristics
that it possessed at the time of compounding.

USP/NF: The current edition of the United States Pharmacopeia/National
Formulary.

Validation: Documented evidence providing a high degree of assurance that
specific processes will consistently produce a product meeting predetermined
specifications and quality attributes.

Vehicle: A component for internal or external use that is used as a carrier or
diluent in which liquids, semisolids, or solids are dissolved or suspended.
Examples include, but are not limited to, water, syrups, elixirs, oleaginous liquids,
solid and semisolid carriers, and proprietary products.



