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Published January 2010

General Chapters

Monographs:
DIAVERIDINE PF  Diaveridine Margareth Marques
35(3) Pg. 648
DICLOFENAC PERFORMANCE Margareth Marques
SODIUM TESTS/Dissolution <711>
DELAYED-
RELEASE
TABLETS PF 35(2)
Pg. 271
DOLASETRON IMPURITIES/Organic Elena Gonikberg
MESYLATE PF Impurities/Procedure
35(2) Pg. 272
DRONABINOL DEFINITION/Introduction, Elena Gonikberg
CAPSULES PF ASSAY/Procedure, ADDITIONAL
35(3) Pg. 549 REQUIREMENTS/USP Reference
Standards <11>
Dibasic Sodium Dibasic Sodium Phosphate TS Margareth Marques

Phosphate TS PF
35(3) Pg. 649

EGG Definition, USP Reference standards  Desmond Hunt
PHOSPHOLIPIDS  <11>, Acid value <401>, Peroxide
PF 33(4) Pg. 703 value <401>, Bacterial endotoxins

<85>, Water, Method | <921>,

Heavy metals, Method 11 <231>,

Limit of nonphosphatidyl lipids,

Content of phospholipids, Title,

Packaging and storage

EPIRUBICIN Title, Chemical Info/Chemical Ahalya Wise
HYDROCHLORIDE Structure, Chemical
PF 35(2) Pg. 274 Info/C27H29NO11&middot;HClI,

Chemical Info/579.98, Chemical
Info/5,12-Naphthacenedione, 10-[(3-
amino-2,3,6-trideoxy-&alpha;-I-
arabino-hexopyranosyl)oxy]-
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7,8,9,10-tetrahydro-6,8,11-
trihydroxy-8-(hydroxyacetyl)-1-
methoxy-, hydrochloride, (8S-cis)-;,
Chemical Info/(1S,3S)-3-Glycoloyl-
1,2,3,4,6,11-hexahydro-3,5,12-
trihydroxy-10-methoxy-6,11-dioxo-
1-naphthacenyl-3-amino-2,3,6-
trideoxy-&alpha;-l-arabino-
hexopyranoside hydrochloride.,
Chemical Info/CAS,
DEFINITION/Introduction,
IDENTIFICATION/A. Infrared
Absorption <197M>,
IDENTIFICATION/B.,
IDENTIFICATION/C. Identification
Tests-General, Chloride <191>,
ASSAY/Procedure,
IMPURITIES/Organic
Impurities/Procedure 1,
IMPURITIES/Procedure 2: Limit of
Acetone, SPECIFIC TESTS/Water
Determination, Method Ic <921>,
SPECIFIC TESTS/pH <791>,
SPECIFIC TESTS/Bacterial
Endotoxins Test <85>,
ADDITIONAL
REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/Labeling,
ADDITIONAL
REQUIREMENTS/USP Reference
Standards <11>

ESOMEPRAZOLE IDENTIFICATION/B., OTHER Elena Gonikberg
MAGNESIUM PF COMPONENTS/Content of
35(3) Pg. 550 Magnesium, SPECIFIC

TESTS/Optical Rotation, Specific
Rotation <781S>

ETHYLENE Title, Chemical Info/Chemical Hong Wang
GLYCOL AND Structure, Chemical

VINYL ALCOHOL Info/Polyethylene glycol-graft-

GRAFT polyvinyl alcohol;, Chemical

COPOLYMER PF Info/Graft-copoly(ethylene glycol-

35(2) Pg. 324 vinyl alcohol), Chemical Info/CAS,

DEFINITION/Introduction,
IDENTIFICATION/Infrared
Absorption, IMPURITIES/Inorganic
Impurities/Residue on Ignition
<281>, IMPURITIES/Organic
Impurities/Procedure 1: Ethylene
Oxide and Dioxane,
IMPURITIES/Organic
Impurities/Procedure 2: Vinyl
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Acetate, IMPURITIES/Organic
Impurities/Procedure 3: Acetic
Acid/Acetate, SPECIFIC TESTS/Fats
and Fixed Oils, Ester Value <401>,
SPECIFIC TESTS/Loss on Drying
<731>, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Viscosity
<911>, ADDITIONAL
REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/
USP Reference Standards <11>

FENOFIBRATE PF  DEFINITION/Introduction, Elena Gonikberg
35(2) Pg. 275 ASSAY/Procedure

FLUCONAZOLE IMPURITIES/Organic Impurities Behnam Davani
INJECTION PF /Procedure 2: For Polar Impurities,

35(3) Pg. 552 IMPURITIES/Organic Impurities

/Procedure 3, ADDITIONAL
REQUIREMENTS/Labeling

FUMARIC ACID IDENTIFICATION/Procedure, Robert | afaver
PF 35(3) Pg. 598 IDENTIFICATION/Infrared
Absorption <197A>

ALPHA- Title, Chemical Info, Definition, Hong Wang

LACTALBUMIN Packaging and storage, Labeling,

PF 34(3) Pg. 670 USP Reference standards <11>,
Identification, pH <791>, Loss on
drying, <731>, Ash, Heavy metals,
Method Il <231>, Limit of
phosphorus, Limit of lipid (fat), Limit
of beta lactoglobulin, Limit of
lactose, Denaturation temperature,
Content of calcium, Total protein
content, Assay

LAMIVUDINE Title, DEFINITION/Introduction, Behnam Davani
AND IDENTIFICATION/Introduction,
ZIDOVUDINE ASSAY/Procedure,
TABLETS PF 35(2) PERFORMANCE
Pg. 277 TESTS/Dissolution <711>,
PERFORMANCE

TESTS/Uniformity of Dosage Units
<905>, IMPURITIES/Organic
Impurities/Procedure, ADDITIONAL
REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/USP Reference
Standards <11>

LEVOTHYROXINE IMPURITIES/Organic Elena Gonikberg
SODIUM PF 35(3)  Impurities/Procedure 1,
Pg. 555 IMPURITIES/Organic
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Impurities/Procedure 2,
ADDITIONAL
REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/Labeling,
ADDITIONAL
REQUIREMENTS/USP Reference
Standards <11>

MELOXICAM PF IMPURITIES/Organic Clydewyn Anthony
35(2) Pg. 278 Impurities/Procedure 1

MISOPROSTOL PF Title, Chemical Info/Chemical Elena Gonikberg
35(3) Pg. 564 Structure, Chemical Info/C22H3805,

Chemical Info/382.53, Chemical
Info/Prost-13-en-1-oic acid, 11,16-
dihydroxy-16-methyl-9-oxo-, methyl
ester, (1R*,2R*,3R*,E)-;, Chemical
Info/(&plusmn;)-Methyl (1R,2R,3R)-
3-hydroxy-2-[(E)-(4RS)-4-hydroxy-
4-methyl-1-octenyl]-5-
oxocyclopentaneheptanoate,
Chemical Info/CAS,
DEFINITION/Introduction,
IDENTIFICATION/A. Infrared
Absorption <197S>,
IDENTIFICATION/B.,
ASSAY/Procedure,
IMPURITIES/Organic
Impurities/Procedure 1,
IMPURITIES/Organic
Impurities/Procedure 2: Content of
Diastereomers, SPECIFIC
TESTS/Water Determination, Method
Ic <921>, ADDITIONAL
REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/USP Reference
Standards <11>

MORPHINE ASSAY/Procedure, Clydewyn Anthony
SULFATE IMPURITIES/Organic

EXTENDED- Impurities/Procedure, ADDITIONAL

RELEASE REQUIREMENTS/USP Reference

CAPSULES PF Standards <11>

35(3) Pg. 565

NATEGLINIDE Title, DEFINITION/Introduction, Elena Gonikberg
TABLETS PF 35(2) IDENTIFICATION/Introduction,
Pg. 281 ASSAY/Procedure,

PERFORMANCE

TESTS/Dissolution <711>,

PERFORMANCE

TESTS/Uniformity of Dosage Units

<905>, ADDITIONAL
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REQUIREMENTS/Packaging and
Storage, ADDITIONAL
REQUIREMENTS/USP Reference
Standards <11>

General Chapters
Monographs:
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