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Pharmaceutical Compounding-
Introduction



The origin of the pharmacy profession
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 Compounding of medicinal preparations from material of 
animal, vegetable and mineral sources has been practiced 
Ancient Egypt, Greece, Rome and the Arabian culture

 Opium, myrrh, and liquorice
 History of Pharmacy Profession (wikipedia)
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Compounding

 Extemporaneous compounding 
 On-demand preparation of a drug product.
 According to a physician’s prescription.
 Meets the unique needs of an individual patient.

 Manufacturing
 The production or processing of a drug in a LARGE 

quantity by various mechanisms.
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Definitions
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 Chapter <1075> Good Compounding Practices in the USP-
NF defines compounding as:

“ the preparation, mixing, assembling, packaging, or 
labeling of a drug or device in accordance with a 

licensed practitioner’s prescription under an 
initiative based on the 

practitioner/patient/pharmacist/compounder 
relationship in the course of professional practice”
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Compounding is NOT manufacturing in 
the legal sense
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 Manufacturing is the mass production of drug products that have 
been approved by the Food and Drug Administration (FDA). 
These products are sold to pharmacies, health care practitioners 
or others authorized under state and federal law to resell them.

 Manufacturing is defined in USP/NF as:
“ the production, propagation, conversion, or processing of a drug 

or device, either directly or indirectly, by extraction of the drug 
from substances of natural origin or by means of chemical or 
biological synthesis…………………………”
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USP
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 The term pharmacopeia comes from the Greek pharmakon, 
meaning drug, and poiein, meaning make, and the combination 
indicates any recipe or formula or other standards required 
to make or prepare a drug.
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USP
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 The United States Pharmacopeia (USP) is the 
official pharmacopeia of the United States, published dually 
with the National Formulary as the USP-NF. The United 
States Pharmacopeial Convention (usually also called 
the USP) is the nonprofit organization that owns the 
trademark and copyright to the USP-NF and publishes it 
every year. 

 Prescription and over–the–counter medicines and other 
health care products sold in the United States are required to 
follow the standards in the USP-NF. USP also sets standards 
for food ingredients and dietary supplements.
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USP
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 The USP and NF adopt standards for:
- drug substances,
- pharmaceutical ingredients,
- and dosage forms
reflecting the best in the current practices of medicine and 

pharmacy and provide suitable tests and assay procedures for 
demonstrating compliance with these standards

 These standards are used by regulatory agencies and 
manufacturers to help to ensure that these products are of 
the appropriate identity, as well as strength, quality, purity, 
and consistency.
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Chapters
 Chapters <795>  - called Pharmaceutical Compounding 

- Nonsterile Preparations
 Published in 2000
 Enforceable

 Chapter <797> - called Pharmaceutical Compounding -
Sterile Preparations, 
 Became official in 2004. 

 Other Chapters
 Containers <661>
 Good Compounding Practices <1075>
 Pharmaceutical Stability <1150> 
 Pharmaceutical Dosage Forms <1151>
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A sample of USP-NF monograph
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 Over the years, a number of countries have published their own 
pharmacopeias, 

 Including the United Kingdom, France, Italy, Japan, India, Mexico, 
Norway, and the former Union of Soviet Socialist Republics. 

 These pharmacopeias and the European Pharmacopeia (EP or Ph Eur) 
are used within their legal jurisdictions and by multinational 
pharmaceutical companies that develop and market products 
internationally. 

 Countries not having a national pharmacopeia frequently adopt 
one of another country for use in setting and regulating drug 
standards.

 For example, Canada, which does not have its own national 
pharmacopeia, has traditionally used USP–NF standards
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USP/NF
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 The point of origin for many regulations
 Its guidelines can be legally enforced by the Food and Drug 

Administration (FDA)
 Established in 1820 to set uniform standards for the 

medications prescribed by physicians and to publish 
compendia of these standards

 NF was first published in 1888 by APA listing standardized 
formulas including the ingredients and their quantities 
required for compounding

 In 1975 the USP purchased the NF
 Today the USP/NF is an independent organization
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Official compounded formulations
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 USP contains monograph of most commonly compounded 
preparations used in pharmacy practice that has the advantage 
of:

- USP testing
- Quality assurance
- “beyond use date” assignment
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FDA
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 Congress responded with passage of the Federal Food, Drug, and 
Cosmetic Act of 1938 and the creation of the FDA to administer 
and enforce it. 

 The 1938 act prohibits the distribution and use of any new drug or 
drug product without the prior filing of a new drug application 
(NDA) and approval of the FDA

 It became the responsibility of the FDA to either grant or deny 
permission to manufacture and distribute a new product after 
reviewing the applicant’s filed data on the product’s ingredients, 
methods of assay and quality standards, formulation and 
manufacturing processes, preclinical (animal, tissue, or cell 
culture) studies including pharmacology and toxicology, and 
clinical trials on human subjects.
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