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Revisions to USP 33–NF 28 Reissue
Published April 2010

Revisions and Commentary  
Monographs:

Monograph Title Section Head Scientific Liaison

<11> USP REFERENCE
STANDARDS PF 33(1) Pg. 95

USP Modafinil Related Compound A RS, USP
Modafinil Related Compound B RS, USP
Modafinil Related Compound C RS, USP
Modafinil Related Compound D RS, USP
Modafinil Related Compound E RS, USP
Ketoprofen Related Compound A RS, USP
Sibutramine Hydrochloride RS, USP Sibutramine
Related Compound A RS, USP Sibutramine
Related Compound B RS, USP Sibutramine
Related Compound C RS, USP Sibutramine
Related Compound D RS, USP Diclazuril RS,
USP Diclazuril System Suitability Mixture RS,
USP 12-Hydroxystearic Acid RS, USP
Norethynodrel RS, USP Polyethylene Glycol 200
RS., USP Polyethylene Glycol 300 RS., USP
Polyethylene Glycol 400 RS., USP Polyethylene
Glycol 600 RS., USP Polyethylene Glycol 1000
RS., USP Polyethylene Glycol 1500 RS., USP
Polyethylene Glycol 3000 RS., USP Polyethylene
Glycol 3350 RS., USP Polyethylene Glycol 4000
RS., USP Polyethylene Glycol 6000 RS., USP
Polyethylene Glycol 8000 RS., USP Polyethylene
Glycol 10000 RS., USP Polyethylene Glycol
12000 RS., USP Polyethylene Glycol 20000 RS.,
USP Polyethylene Glycol 35000 RS., USP
Polyoxyl 15 Hydroxystearate RS, USP Polyvinyl
Acetate Dispersion RS, USP (+)-Catechin RS,
USP Valrubicin Resolution Mixture RS, USP
Grape Seeds Oligomeric Proanthocyanidins RS,
USP Purified Grape Seeds Oligomeric
Proanthocyanidins RS, USP Amlodipine Related
Compound A RS, USP Amiodarone
Hydrochloride RS, USP Amiodarone Related
Compound D RS, USP Amiodarone Related
Compound E RS, USP Amiodarone Related
Compound H RS, USP Calcium Propionate RS,
USP Mirtazapine Resolution Mixture RS, USP
Nateglinide RS, USP Nateglinide Related
Compound A RS, USP Nateglinide Related
Compound B RS, USP Nateglinide Related
Compound C RS, USP Oseltamivir Phosphate RS,
USP Oxaliplatin System Suitability RS, USP

Barbara Jones
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Oxandrolone Related Compound B RS, USP
Oxcarbazepine RS, USP Oxandrolone Related
Compound C RS, USP Oxycodone Hydrochloride
RS, USP Oxycodone Related Compound A RS,
USP Oxycodone Related Compound C RS, USP
Polyvinyl Acetate RS, USP Sertraline
Hydrochloride RS, USP Pyrantel Related
Compound A RS, USP Sertraline Hydrochloride
Racemic Mixture RS, USP Tranexamic Acid RS,
USP Tranexamic Acid Related Compound A RS,
USP Tributyl Phosphine Oxide RS, USP
Valrubicin Related Compound A RS, USP
Zolpidem RS, USP Zolpidem Tartrate RS, USP
Zolpidem Related Compound A RS

<63> MYCOPLASMA TESTS PF
35(1) Pg. 146

Title, INTRODUCTION, CULTURE METHOD,
INDICATOR CELL CULTURE METHOD

Radhakrishna
Tirumalai

<223> DIMETHYLANILINE PF
35(1) Pg. 156

CHROMATOGRAPHIC SYSTEM (SEE
CHROMATOGRAPHY <621>), PROCEDURE

Ahalya Wise

<729> GLOBULE SIZE
DISTRIBUTION IN LIPID
INJECTABLE EMULSIONS PF
34(2) Pg. 341

METHOD II- MEASUREMENT OF LARGE
GLOBULE CONTENT BY LIGHT
OBSCURATION OR EXTINCTION METHOD

Desmond Hunt

ACETAMINOPHEN AND
TRAMADOL HYDROCHLORIDE
TABLETS PF 35(1) Pg. 56

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

Clydewyn Anthony

N-ACETYLTYROSINE PF 35(1)
Pg. 107

Title, Chemical Info, Definition, Packaging and
storage, USP Reference standards <11>,
Identification, Specific rotation <781S>, Loss on
drying <731>, Residue on ignition <281>,
Chloride <221>, Sulfate <221>, Iron <241>,
Heavy metals, Method I <231>, Chromatographic
purity, Assay

Gabriel Giancaspro

ALENDRONATE SODIUM
TABLETS PF 35(1) Pg. 59

Dissolution <711> Margareth Marques

AMIODARONE
HYDROCHLORIDE PF 34(6) Pg.
1429

Title, Chemical Info, Definition, Packaging and
storage, USP Reference standards <11>,
Identification, pH <791>, Loss on drying <731>,
Residue on ignition <281>, Heavy metals, Iodides,
Related compounds, Assay

Sujatha
Ramakrishna

AMLODIPINE BESYLATE
TABLETS PF 35(1) Pg. 62

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

Margareth Marques

AMPICILLIN PF 34(5) Pg. 1140 Definition, USP Reference standards <11>,
Related compounds, Assay

Ahalya Wise
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AMPICILLIN SODIUM PF 35(1)
Pg. 65

Dimethylaniline <223> Ahalya Wise

ATENOLOL TABLETS PF 35(1)
Pg. 66

Dissolution <711> Margareth Marques

BENZOIN PF 35(1) Pg. 70 Botanic characteristics, Identification Feiwen Mao

BUDESONIDE PF 34(4) Pg. 907 Related compounds Domenick Vicchio

CALCIUM PROPIONATE PF
34(6) Pg. 1517

Title, Chemical Info, Definition, Packaging and
storage, USP Reference standards <11>,
Identification, pH <791>, Limit of fluoride, Water
insoluble substances, Limit of lead, Magnesium
(as MgO), Water, Method I <921>, Loss on
drying, Assay

Robert Lafaver

CALCIUM AND VITAMIN D
WITH MINERALS TABLETS PF
34(6) Pg. 1491

Assay for calcium, Method 1, Assay for copper,
Method 1, Assay for magnesium, Method 1, Assay
for manganese, Method 1, Assay for zinc, Method
1, Assay for calcium, copper, magnesium,
manganese, and zinc, Method 2

Gabriel Giancaspro

CAPECITABINE TABLETS PF
35(1) Pg. 72

Dissolution <711> Margareth Marques

CARBIDOPA PF 35(1) Pg. 73 Specific rotation <781S> Ravi Ravichandran

ENZYMATICALLY-
HYDROLYZED
CARBOXYMETHYLCELLULOSE
SODIUM PF 34(6) Pg. 1519

Title, Chemical Info, Definition, Packaging and
storage, Labeling, Identification, Viscosity <911>,
pH <791>, Loss on drying, Limit of lead, Limit of
sodium chloride and sodium glycolate, Degree of
substitution, Limit of residual enzyme

Hong Wang

CEFAZOLIN SODIUM PF 34(6)
Pg. 1438

Related compounds Ahalya Wise

CEFIXIME FOR ORAL
SUSPENSION PF 34(6) Pg. 1441

Water, Method I <921> Ahalya Wise

CLARITHROMYCIN TABLETS
PF 35(1) Pg. 73

Dissolution <711> Margareth Marques

CLAVULANATE POTASSIUM PF
34(6) Pg. 1441

Limit of aliphatic amines, Limit of 2-
ethylhexanoic acid

Ahalya Wise

CLINDAMYCIN PALMITATE
HYDROCHLORIDE PF 34(6) Pg.
1442

Chemical Info, Assay Ahalya Wise

CYSTINE PF 35(1) Pg. 122 Title, Chemical Info, Definition, Packaging and
storage, USP Reference standards <11>,
Identification, Identification, Infrared Absorption
<197K>., Specific rotation <781S>, Loss on
drying <731>, Residue on ignition <281>,
Chloride <221>, Sulfate <221>, Iron <241>,
Heavy metals, Method I <231>, Chromatographic
purity, Assay

Robert Lafaver
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