Revisions to USP33-NF28

Published April 2010

Revisions and Commentary
Monographs:

Monograph Title

TERBINAFINE ORAL
SUSPENSION PF 35(1) Pg. 96

TERBUTALINE ORAL
SUSPENSION PF 35(1) Pg. 97

TIAGABINE
HYDROCHLORIDE ORAL
SUSPENSION PF 35(1) Pg. 98

TOPIRAMATE TABLETS PF
34(5) Pg. 1197

TRAMADOL
HYDROCHLORIDE PF 34(5)
Pg. 1200

TRAMADOL
HYDROCHLORIDE TABLETS
PF 31(2) Pg. 462

TRANEXAMIC ACID PF 34(6)
Pg. 1484

TRAVOPROST OPHTHALMIC
SOLUTION PF 31(4) Pg. 1121

TRETINOIN GEL PF 34(6) Pg.
1485

TRYPTOPHAN PF 33(6) Pg.
1214

USP AND NF EXCIPIENTS,
LISTED BY CATEGORY

Section Head

Title, Definition, Packaging and storage, Labeling, USP
Reference standards <11>, Beyond-use date, pH <791>,
Assay

Title, Definition, Packaging and storage, Labeling, USP
Reference standards <11>, Beyond-use date, Assay

Title, Definition, Packaging and storage, Labeling, USP
Reference standards <11>, Beyond-use date, pH <791>,
Assay

Title, Definition, Packaging and storage, USP Reference
standards <11>, Identification, Dissolution <711>,
Uniformity of dosage units <905>, Related compounds,
Assay

Limit of Tramadol Related Compound B [2-
(dimethylaminomethyl)-1-cyclohexanone hydrochloride]

Dissolution, Title, Definition, Packaging and storage, USP
Reference standards, Identification A, B, Uniformity of
dosage units, Related compounds, Assay

Title, Chemical Info, Definition, Packaging and storage,
USP Reference standards <11>, Identification, Loss on
drying <731>, Residue on ignition <281>, Heavy metals,
Method Il <231>, Chloride <221>, Related compounds,
Assay

Sterility

Assay, Identification

Chromatographic purity, Limit of tryptophan related
compound A

{Antimicrobial Preservative} Calcium Propionate,
{Coating Agent} Enzymatically-Hydrolyzed
Carboxymethylcellulose Sodium, {Coating Agent}
Polyvinyl Acetate, {Desiccant} Polyvinyl Acetate,
{Emulsifying and/or Solubilizing Agent} Desoxycholic
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VALRUBICIN PF 35(1) Pg. 103

VALRUBICIN
INTRAVESICAL SOLUTION
PF 34(6) Pg. 1486

VANCOMYCIN
HYDROCHLORIDE
CAPSULES PF 34(6) Pg. 1487

VINCRISTINE SULFATE
INJECTION PF 35(1) Pg. 106

VINCRISTINE SULFATE FOR
INJECTION PF 35(1) Pg. 106

OIL- AND WATER-SOLUBLE
VITAMINS WITH MINERALS
CAPSULES PF 34(6) Pg. 1498

OIL- AND WATER-SOLUBLE
VITAMINS WITH MINERALS
TABLETS PF 34(6) Pg. 1500

WATER-SOLUBLE
VITAMINS WITH MINERALS
CAPSULES PF 34(6) Pg. 1505

WATER-SOLUBLE

Acid, {Suspending and/or Viscosity-Increasing Agent}
Enzymatically-Hydrolyzed Carboxymethylcellulose
Sodium, {Tablet Binder} Polyvinyl Acetate, {Coating
Agent} Polyvinyl Acetate Dispersion, {Suspending and/or
Viscosity-Increasing Agent} Starch, Pea, {Tablet Binder}
Starch, Pea, {Tablet and/or Capsule Diluent} Starch, Pea,
{Tablet Disintegrant} Starch, Pea, {Tablet and/or Capsule
Lubricant} Polyoxyl 15 Hydroxystearate, {\VVehicle}
{oleaginous}Polyoxyl 15 Hydroxystearate, {Wetting
and/or Solubilizing Agent} Polyoxyl 15 Hydroxystearate

Definition, USP Reference standards <11>, Identification,
Loss on drying <731>, Water, Method | <921>, Limit of
residual solvents, Related compounds, Assay

USP Reference standards <11>, Related compounds

Identification, Infrared Absorption <197K>

Identification

Identification

Definition, Assay for calcium, Method 1, Assay for
chromium, Method 1, Assay for copper, Method 1, Assay
for magnesium, Method 1, Assay for manganese, Method
1, Assay for phosphorus,Method 1, Assay for zinc,
Method 1, Assay for boron, nickel, tin, and vanadium,
Method 1; calcium, chromium, copper, iron, magnesium,
manganese, phosphorus, and zinc, Method 2; molybdenum
and selenium, Method 3

Definition, Assay for calcium, Method 1, Assay for
chromium, Method 1, Assay for copper, Method 1, Assay
for iron, Method 1, Assay for magnesium, Method 1,
Assay for manganese, Method 1, Assay for phosphorus,
Method 1, Assay for zinc, Method 1, Assay for boron,
nickel, tin, and vanadium, Method 1; calcium, chromium,
copper, iron, magnesium, manganese, phosphorus, and
zinc, Method 2; molybdenum and selenium, Method 3

Definition, Assay for calcium, Method 1, Assay for
chromium, Method 1, Assay for copper, Method 1, Assay
for iron, Method 1, Assay for magnesium, Method 1,
Assay for manganese, Method 1, Assay for phosphorus,
Method 1, Assay for zinc, Method 1, Assay for boron,
nickel, tin, and vanadium, Method 1; calcium, chromium,
copper, iron, magnesium, manganese, phosphorus, and
zinc, Method 2; molybdenum and selenium, Method 3

Definition, Assay for calcium, Method 1, Assay for
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VITAMINS WITH MINERALS
TABLETS PF 34(6) Pg. 1507

ZOLPIDEM TARTRATE PF
34(6) Pg. 1487

ATOMIC WEIGHTS TABLE
PF 35(1) Pg. 189

DESCRIPTION AND
SOLUBILITY

REAGENT SPECIFICATIONS

TEST SOLUTIONS

VOLUMETRIC SOLUTIONS

Revisions and Commentary

Monographs:

chromium, Method 1, Assay for copper, Method 1, Assay
for iron, Method 1, Assay for magnesium, Method 1,
Assay for manganese, Method 1, Assay for phosphorus,
Method 1, Assay for zinc, Method 1, Assay for boron,
nickel, tin, and vanadium, Method 1; calcium, chromium,
copper, iron, magnesium, manganese, phosphorus, and
zinc, Method 2; molybdenum and selenium, Method 3

Title, Chemical Info, Definition, Packaging and storage,
USP Reference standards <11>, Identification, Water,
Method | <921>, Heavy metals, Method 11 <231>,
Residue on ignition <281>, Related compounds, Assay

ATOMIC WEIGHTS, Aluminum, Bismuth, Caesium
(Cesium), Chlorine, Cobalt, Darmstadtium*, Dysprosium,
Erbium, Germanium, Gold, Krypton, Lanthanum,
Lutetium, Manganese, Molybdenum, Neodymium, Nickel,
Nitrogen, Phosphorus, Platinum, Roentgenium™*,
Samarium, Scandium, Sodium (Natrium), Sulfur,
Tantalum, Terbium, Thorium*, Ununnilium*,
Unununium*, Ununhexium*, Ununoctium*,
Ununpentium*, Ununquadium®*, Ununtrium*, Uranium*,
Xenon, Ytterbium, Zinc

Amiodarone Hydrochloride, Azithromycin, Calcium
Propionate, Enzymatically-Hydrolyzed
Carboxymethylcellulose Sodium, Desoxycholic Acid,
Ecamsule, Nateglinide, Oseltamivir Phosphate,
Oxcarbazepine, Peanut Oil, Polyvinyl Acetate, Sertraline
Hydrochloride, Ritonavir, Tranexamic Acid, Zolpidem
Tartrate, Diclazuril, Mycophenolate Mofetil,
Norethynodrel, Olive Oil, Polyoxyl 15 Hydroxystearate,
Polyvinyl Acetate Dispersion, Pea Starch

Alcohol, Ammonium Molybdate, Chromotropic Acid,
Chromotropic Acid Disodium Salt, Phosphorous Acid,
Potassium Metabisulfite, Potassium Sodium Tartrate,
Sodium Biphenyl, Methyl Red

Acetic Acid, Glacial, TS, Cupric Citrate TS 2, Alkaline,
Denaturated Alcoholic TS

Hydrochloric Acid, Normal (1 N), Hydrochloric Acid,
Half-Normal (0.5 N), Hydrochloric Acid, Half-Normal
(0.5 N) in Methanol, Perchloric Acid, Tenth-Normal (0.1
N) in Dioxane, Perchloric Acid, Tenth-Normal (0.1 N) in
Glacial Acetic Acid
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