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NOTICE AND WARNING

Concerning U.S. Patent or Trademark Rights

The inclusion in the Pharmacopeia or in the National Formulary of a monograph on any
drug in respect to which patent or trademark rights may exist shall not be deemed, and is
not intended as, a grant of, or authority to exercise, any right or privilege protected by such
patent or trademark. All such rights and privileges are vested in the patent or trademark
owner, and no other person may exercise the same without express permission, authority, or
license secured from such patent or trademark owner.

Concerning Use of USP or NF Text

Attention is called to the fact that USP and NF text is fully copyrighted. Authors and
athers wishing to use portions of the text should request permission to do so from the
Secretary of the USPC Board of Trustees.

© 1994 The United States Pharmacopeial Convention, Inc.
12601 Twinbrook Parkway, Rockville, MD 20852,
All rights reserved
ISSN 0195-7996
ISBN 0-913595-76-4 (cloth)
0-913595-81-0 (leather)

Printed by Rand McNally, 1133 County Street, Taunton, MA  02780-3795
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determining an appropriate period of time dur-
In hqch a prescription drug may be retained by a
ing Wit after its dispensing, the dispenser shall take
pent unt, in addition to any other relevant factors,
into accoe of the drug; the container in which it was
the natucll' by the manufacturer and the expiration date
pa ckag: the characteristics of the patient’s container,
it?eg: article is repackaged for dispensing; the ex-
ed storage conditions to which the article may be
ed: and the expected lpngth of_ time of th? course
e?ptgsm-py. Unless otherwise required, the dispenser
: ay, on taking into account the foregoing, place on
ﬁeyl'abcl of a multiple-unit container a suitable be-
nd-use date to limit ghe pa}xent's pse'o.f the article.
Unless otherwise specified in the individual mono-
h, such beyond-use date shall be not later than
?:;1)l the expiration date on the manufacturer’s con-
tainer, or (b) one year from the date the drug is

dispensed, whichever is earlier.

VEGETABLE AND ANIMAL SUBSTANCES

The requirements for vegetable and animal sub-
stances apply to the articles as they enter commerce;
however, lots of such substances intended solely for
the manufacture or isolation of volatile oils, alkaloids,
glycosides, or other active principles may depart from
such requirements.

Statements of the distinctive microscopic structural
elements in powdered substances of animal or vege-
table origin may be included in the individual mono-
graph as a means of determining identity, quality, or
purity.

Foreign Matter—Vegetable and animal substances
are to be free from pathogenic organisms (see Mi-
crobiological Attributes of Nonsterile Pharmaceu-
tical Products (1111)), and are to be as free as rea-
sonably practicable from microorganisms, insects, and
other animal contamination, including animal ex-
creta. They shall show no abnormal discoloration,
a_bnor_mal odor, sliminess, or other evidence of dete-
rioration.,

The amount of foreign inorganic matter in vege-
table or animal substances, estimated as Acid-insol-
uble ash, shall not exceed 2 percent of the weight of
the substance, unless otherwise specified in the in-
dividual monograph.

Before vegetable substances are ground or pow-
dered, stones, dust, lumps of soil, and other foreign
Inorganic matter are to be removed by mechanical or
other suitable means.

: gln commerce it is seldom possible to obtain vege-

able substances that are without some adherent or

admixed, innocuous, foreign matter, which usually is

a‘i’;edetn.memal. No poisonous, dangerous, or other-

bt l:_:Oquus foreign matter or residues may be pres-

o oreign matter includes any part of the plant
specified as constituting the substance.

Preservation——\/cgclable or animal substances may

© Protected from insect infestation or microbiolog-
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ical contamination by means of suitable agents or
processes that leave no harmful residues.

WEIGHTS AND MEASURES

The International System of Units (SI) is used in
this Pharmacopeia. The SI metric and other units,
and the symbols commonly employed, are as follows.

Ci = curie Eq = gram-equivalent

mCi = millicurie weight (equivalent)

uCi = microcurie mEq = milliequivalent

nCi = nanocurie mol = gram-molecular
weight (mole)
Mrad = megarad Da = dalton (relative mo-
lecular mass)
m = meter mmol = millimole
dm = decimeter Osmol = osmole
cm = centimeter mQOsmol = milliosmole
mm = millimeter Hz = hertz
um = micrometer kHz = kilohertz
(0.001 mm) MHz = megahertz

MeV = million electron
volts
keV = kilo-electron volt
mV = millivolt
psi = pounds per square
inch

nm = panometer*
kg = kilogram
= gram **
mg = milligram
pg; mcg = microgramt
ng = nanogram

pg = picogram Pa = pascal
dL = deciliter kPa = kilopascal
L = liter g = gravity (in
mL = milliliter; £ centrifugation)

pl. = microliter

* Formerly the symbol mg (for millimicron) was used.

** The gram is the unit of mass that is used to measure quan-
tities of materials, Weight, which is a measure of the gravita-
tional force acting on the mass of a material, is proportional to,
and may differ slightly from, its mass due to the effects of factors
such as gravity, temperature, latitude, and altitude. The differ-
ence between mass and weight is considered to be insignificant
for compendial assays and tests, and the term “weight” is used
throughout USP and NF.

+ Formerly the abbreviation meg was used in the Pharmaco-
peinl monographs; however, the symbol ug now is more widely
accepted and thus is used in this Pharmacopeia. The term
“gamma,"” symbolized by v, is frequently used for microgram in
brochemical literature,

NOTE—The abbreviation meg is still commonly employed to
denote microgram(s) in labeling and in prescription writing.
Therefore, for purposes of labeling, “meg” may be used to denote
microgram(s).

¥ One milliliter (mL) is used herein as the equivalent of 1 cubic
centimeter (cc).

The International System of Units (SI) is also used
in all radiopharmaceutical monographs. The symbols
commonly employed are as follows.

Bq = becquerel GBq = gigabecquerel
kBq = kilobecquerel Gy = gray

MBq = megabec- mGy = milligray

querel

CONCENTRATIONS

Molal, molar, and normal solution concentrations
are indicated throughout this Pharmacopeia for most
chemical assay and test procedures (see also Volu-
metric Solutions in the section, Reagents, Indicators,
and Solutions). Molality is designated by the symbol
m preceded by a number that is the number of moles
of the designated solute contained in one kilogram of
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