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History of Excipients
·Sources
üCommodities from chemical and food suppliers
üNatural origin

·1965 USP (United States Pharmacopeia)monographs for:
üPVP
üMicrocrystalline Cellulose

·Establishment of NF (National Formulary)

üRelationship to USP

·New Excipients
üNew dosage form manufacturing processes
üNew dosage delivery forms
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Excipients Defined
·Other than API

·Evaluated for safety

·Added to:

üaid processing

üProtect, support or enhance stability, bioavailability, or 
patient acceptability

üProduct identification, or

üEnhance any other attribute of the overall safety and 
effectiveness of the drug product during storage or use.
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Excipients
·΄ααέ &$! ȰÁÌÌÏ×ÅÄȱ

·~385 USP/NF

ü~100 currently identified for addition

·Functionality

ü!ÄÄÉÎÇ ÔÈÁÔ ȰÓÐÏÏÎÆÕÌ ÏÆ ÓÕÇÁÒȱ-and more
× Modern Drug Discover, May 2002,5(5), pp 34-38.
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Excipient Functionality
ƷBinder

Ɇ Povidone

Ɇ Calcium Phosphate

ƷCompression Aid
Ɇ Dextrose

Ɇ Microcrystalline Cellulose

ƷDisintegrant
Ɇ Crospovidone

Ɇ Starch

ƷColor/Flavor
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Excipient Functionality
ƷFiller

Ɇ Calcium Phosphate

Ɇ Lactose

ƷSweetener
Ɇ Sucrose

ƷLubricant
Ɇ Magnesium Stearate

ƷPreservative
Ɇ Parabens

Ɇ BHT
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Excipient Functionality
ƷGlidant

Ɇ Colloidal Silica

Ɇ Talc

ƷSuspending/dispersing
Ɇ Titanium Dioxide

Ɇ Propylene Glycol

Ɇ Glycerin

Ɇ Ethanol

ƷCoating/Film former
Ɇ Shellac

Ɇ Methyl Cellulose

ƷPrinting Ink
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Statutory Requirements
·Food, Drug, and Cosmetic Act

üComponents of drugs and drug products are drugs 
[section 21(g)]

üDrugs (components and drug products) must be 
manufactured in conformance with current good 
manufacturing practice [section 501(a)(2)(B)]

üA drug whose name appears in an official compendium, 
must meet the standards set forth in the official 
compendium [section 501(b)]
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FDA BPC Inspection Guide
Ȱ!ÌÔÈÏÕÇÈ ÔÈÅ '-0 ÒÅÇÕÌÁÔÉÏÎÓ ÕÎÄÅÒ άΫ #&2ȟ 0ÁÒÔÓ 
210 and 211, apply only to finished dosage for drugs, 
Section 501(a)(2)(B) of the Federal Food, Drug, and 
Cosmetic Act requires that all drugs be 
manufactured, processed, packed, and held in 
accordance with current good manufacturing 
practice (cGMP). No distinction is made between 
BPCs and finished pharmaceuticals, and failure of 
either to comply with cGMP constitutes a failure to 
ÃÏÍÐÌÙ ×ÉÔÈ ÔÈÅ ÒÅÑÕÉÒÅÍÅÎÔÓ ÏÆ ÔÈÅ !ÃÔȢȱ
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Current GMP Regulations
Pharmaceuticals

·21 CFR Parts 210 and 211

üRequirements for manufacturers of finished 
pharmaceuticals (i.e., in-process materials and drug 
products)

üThey are not requirements for manufacturers of drug 
components (but may be used as guidance for 
manufacturers of excipients, APIs)
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Current GMP Regulations
Dietary Supplements

·21 CFR Part 111
üSec. 111.70What specifications must you establish?
× For each component, you must establish : 

· An identity specification; 

· Component specifications to ensure the purity, strength and 
composition of dietary supplements manufactured using the 
components; and 

· Limits on contamination that may adulterate or may lead to 
adulteration of the finished dietary supplement.

üSec. 111.73What is your responsibility for determining 
whether established specifications are met?

· You must determine whether the specifications you establish under 
Sec. 111.70 are met.
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Current GMP Regulations
Dietary Supplements
· 21 CFR Part 111
ü Sec. 111.75What must you do to determine whether 

specifications are met?
× Before you use a component, you must:

· Conduct at least one appropriate test or examination to verify 
the identity of any component; and 

· Rely on a certificate of analysis from the supplier of the 
component that you receive, provided that:
· You first qualify the supplier by establishing the reliability 

of the supplier's certificate of analysis through 
confirmation of the results of the supplier's tests or 
examinations;

· You maintain documentation of how you qualified the 
supplier;

· You periodically re-confirm the supplier's certificate of 
analysis; and


