
Compendial Cancellations for USP43-NF38

Category Monograph Title Monograph Section Scientific Liaison
Revision DESCRIPTION AND SOLUBILITY PF 43(3) Pg. ONLINE Eletriptan Hydrobromide, Milnacipran Hydrochloride Heather Joyce
Revision <701> DISINTEGRATION PF 44(2) Pg. ONLINE APPARATUS William Brown

Revision ACETAMINOPHEN AND CODEINE PHOSPHATE TABLETS PF 43(5) Pg. ONLINE

IMPURITIES/4-Aminophenol in Acetaminophen-Containing Drug Products <227>, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Codeine N-Oxide RS Wei Yang

Revision AMPICILLIN AND SULBACTAM FOR INJECTION PF 44(1) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests 
<71>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ampicillin 
System Suitability Mixture RS Ramanujam Prasad

Revision CELECOXIB PF 43(6) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities,  Procedure 1, IMPURITIES/Organic 
Impurities, Procedure 2, IMPURITIES/Limit of Celecoxib Related Compound D, 
IMPURITIES/Limits of 4-Hydrazinylbenzenesulfonamide Hydrochloride and 
Sulfanilamide, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Celecoxib Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Celecoxib Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Celecoxib Related Compound D 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 4-
Hydrazinylbenzenesulfonamide Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Sulfanilamide RS Wei Yang

New CELECOXIB CAPSULES PF 43(3) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and  Tests for Specified Microorganisms 
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Celecoxib RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Celecoxib Related Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Celecoxib Related Compound C RS Wei Yang

Revision CIPROFLOXACIN OPHTHALMIC OINTMENT PF 44(3) Pg. ONLINE IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities Shankari Shivaprasad

Revision CLINDAMYCIN HYDROCHLORIDE CAPSULES PF 44(2) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Water Determination <921>, Method I, ADDITIONAL 
REQUIREMENTS/Packaging and Storage Ramanujam Prasad



New DEFERASIROX PF 43(3) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C21H15N3O4, Chemical Info/373.36, 
Chemical Info/Benzoic acid, 4-[3,5-bis(2-hydroxyphenyl)-1H-1,2,4-triazol-1-yl]-;, 
Chemical Info/4-[3,5-Bis(2-hydroxyphenyl)-1H-1,2,4-triazol-1-yl]benzoic acid, 
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption 
<197>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination <921>, 
Method I, Method Ia, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for 
Specified Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Deferasirox RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Deferasirox System 
Suitability Mixture RS Andrea Carney

Omission DEMECLOCYCLINE PF 44(5) Pg. ONLINE Entire document Praveen Pabba

Omission DEXAMETHASONE ACETATE INJECTABLE SUSPENSION PF 44(5) Pg. ONLINE Entire document Mary Koleck

Revision DEXAMETHASONE SODIUM PHOSPHATE INJECTION PF 43(3) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatography, IDENTIFICATION/A., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Betamethasone Sodium Phosphate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Endotoxin RS Mary Koleck

New DIPHENHYDRAMINE HYDROCHLORIDE TABLETS PF 43(4) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, Procedure, Apparatus 1 and Apparatus 2, 
Immediate-Release Dosage Forms, Procedure for a Pooled Sample, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Benzhydrol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Benzophenone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Diphenhydramine Hydrochloride 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Diphenhydramine Related Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Diphenhydramine N-Oxide RS Clydewyn Anthony

Revision DOXYCYCLINE PF 44(2) Pg. ONLINE

Chemical Info/ (4S,4aR,5S,5aR,6R,12aS)-4-(Dimethylamino)-1,4,4a,5,5a,6,11,12a-
octahydro-3,5,10,12,12a-pentahydroxy-6-methyl-1,11-dioxo-2-
naphthacenecarboxamide monohydrate, IDENTIFICATION/A., IDENTIFICATION/A.  
Infrared Absorption <197A>, IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Doxycycline Monohydrate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Doxycycline Related Compound A RS Praveen Pabba

Revision DOXYCYCLINE HYCLATE PF 44(2) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/ (4S,4aR,5S,5aR,6R,12aS)-4-
(Dimethylamino)-1,4,4a,5,5a,6,11,12a-octahydro-3,5,10,12,12a-pentahydroxy-6-
methyl-1,11-dioxo-2-naphthacenecarboxamide monohydrochloride, compound with 
ethyl alcohol (2:1), monohydrate, IDENTIFICATION/A.  Infrared Absorption <197K>  
or <197A>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Sterility Tests <71>, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Doxycycline Related Compound A RS Praveen Pabba



New ELETRIPTAN HYDROBROMIDE PF 43(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C22H26N2O2S·HBr, Chemical 
Info/463.43, Chemical Info/C22H26N2O2S·HBr·H2O, Chemical Info/481.45, Chemical 
Info/(R)-3-[(1-Methyl-2-pyrrolidinyl)methyl]-5-[2-(phenylsulfonyl)ethyl]-1H-indole 
monohydrobromide;, Chemical Info/3-{[(R)-1-Methyl-2-pyrrolidinyl]methyl}-5-[2-
(phenylsulfonyl)ethyl]indole, monohydrobromide, Chemical Info/CAS, Chemical 
Info/Monohydrate, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption 
<197>, IDENTIFICATION/B., IDENTIFICATION/C.  Identification Tests-General <191>, 
Chemical Identification Tests, Bromide, ASSAY/Procedure, IMPURITIES/Residue on 
Ignition <281>, IMPURITIES/Limit of Eletriptan S-Enantiomer, IMPURITIES/Limit of 
Isopropyl p-Toluenesulfonate (if present), IMPURITIES/Organic Impurities, Procedure 
1, IMPURITIES/Organic Impurities, Procedure 2, SPECIFIC TESTS/Water Determination 
<921>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Eletriptan Hydrobromide RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Eletriptan Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Eletriptan S-Enantiomer RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Isopropyl p-
Toluenesulfonate RS Heather Joyce

New EPTACOG ALFA ACTIVATED PF 41(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C1982H3054N560O618S28, 
Chemical Info/INS: (The chemical formula includes the &gamma;-carboxylations and 
modification of D (Asp) in position 63, and does not include the glycosylations.), 
Chemical Info/&ape;50,000 (The molecular weight includes the glycosylation.), 
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B. Peptide Mapping, ASSAY/Concentration of Eptacog Alfa, 
ASSAY/Potency, IMPURITIES/Degraded Heavy Chain and Oxidized Forms, 
IMPURITIES/Gla-Domainless Eptacog Alfa (&gamma;-Carboxylation), 
IMPURITIES/Dimer and Related Substances of Higher Molecular Mass, IMPURITIES/Non-
Activated Factor VII (Single Chain), SPECIFIC TESTS/Glycan Analysis, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Coagulation Factor VIIa RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Coagulation Factor VIIa for 
Bioassay RS Kevin Carrick

New EPTACOG ALFA ACTIVATED FOR INJECTION PF 41(3) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Content of Eptacog Alfa, 
ASSAY/Potency, IMPURITIES/Degraded Heavy Chain and Oxidized Forms, 
IMPURITIES/Dimer and Related Substances of Higher Molecular Mass, SPECIFIC 
TESTS/Water Determination <921>, Method 1c, SPECIFIC TESTS/Bacterial Endotoxins 
Test <85>, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Sterility Tests <71>, Test 
for Sterility of the Product to Be Examined, Membrane Filtration, SPECIFIC 
TESTS/Constituted Solution, ADDITIONAL REQUIREMENTS/Packaging and Storage 
Requirements <659>, Injection Packaging, Sterile solids packaging, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Coagulation Factor VIIa RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Coagulation Factor VIIa for Bioassay RS Kevin Carrick

Omission ETHOTOIN PF 43(3) Pg. ONLINE Entire document Heather Joyce
Omission ETHOTOIN TABLETS PF 43(3) Pg. ONLINE Entire document Heather Joyce
Revision FOSFOMYCIN TROMETHAMINE PF 44(2) Pg. ONLINE IMPURITIES/Organic Impurities Shankari Shivaprasad



Revision IFOSFAMIDE PF 43(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197K><197>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 2-Chloroethylamine 
Hydrochloride, IMPURITIES/Chloroform-Insoluble Phosphorus, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ifosfamide Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide 
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ifosfamide Related Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ifosfamide Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Monoethanolamine RS Feiwen Mao

Revision IFOSFAMIDE FOR INJECTION PF 43(6) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ifosfamide Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide 
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Monoethanolamine RS Feiwen Mao

New IFOSFAMIDE INJECTION PF 43(6) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, IMPURITIES/Limit of Ifosfamide 
Related Compound C, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/  pH <791>, SPECIFIC TESTS/Color and 
Light Transmission, SPECIFIC TESTS/Osmolality and Osmolarity <785>, Osmolality, 
SPECIFIC TESTS/Particulate Matter in Injections <788>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ifosfamide 
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ifosfamide Related Compound C RS Feiwen Mao

New LACTULOSE PF 43(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C12H22O11, Chemical 
Info/342.30, Chemical Info/d-Fructose, 4-O-&beta;-d-galactopyranosyl-;, Chemical 
Info/4-O-&beta;-d-Galactopyranosyl-d-fructofuranose, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Water 
Determination <921>, Method I, Method Ia, SPECIFIC TESTS/Optical Rotation 
<781S>, Procedures, Specific Rotation, SPECIFIC TESTS/Microbial Enumeration Tests 
<61> and Tests for Specified Microorganisms <62>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Epilactose RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lactose Monohydrate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Lactulose RS Andrea Carney

Revision LIDOCAINE HYDROCHLORIDE PF 43(3) Pg. ONLINE
IDENTIFICATION/A.  Infrared Absorption <197>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities Richard Nguyen



Revision LIOTHYRONINE SODIUM PF 43(3) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/A.  Infrared 
Absorption <197>, IDENTIFICATION/B., IDENTIFICATION/C., IDENTIFICATION/D., 
ASSAY/Procedure, IMPURITIES/Chloride Content, SPECIFIC TESTS/Sodium Content, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Levothyroxine RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Liothyronine RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Liothyronine 
Sodium RS Andrea Carney

New MILNACIPRAN HYDROCHLORIDE PF 43(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C15H22N2O·HCl, Chemical 
Info/282.81, Chemical Info/Cyclopropanecarboxamide, 2-(aminomethyl)-N,N-diethyl-1-
phenyl-, monohydrochloride, (1R,2S)-rel-;, Chemical Info/(1RS,2SR)-2-(Aminomethyl)-
N,N-diethyl-1-phenylcyclopropanecarboxamide hydrochloride;, Chemical Info/Z-2 
Aminomethyl-1-phenyl-N,N-diethylcyclopropanecarboxamide hydrochloride, Chemical 
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197K>, 
IDENTIFICATION/B., IDENTIFICATION/C.  Identification Tests-General <191>, 
Chemical Identification Tests, Chloride, ASSAY/Procedure, IMPURITIES/Residue on 
Ignition <281>, IMPURITIES/Early Eluting Organic Impurities, IMPURITIES/Late Eluting 
Organic Impurities, SPECIFIC TESTS/Water Determination <921>, Method I, Method 
Ic, SPECIFIC TESTS/Optical Rotation <781S>, Procedures, Specific Rotation, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Milnacipran Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Milnacipran Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Milnacipran Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Milnacipran Related Compound C RS  (1RS,2SR)-2-[(1,3-
Dioxoisoindolin-2-yl)methyl]-N,N-diethyl-1-phenylcyclopropane-1-
carboxamide.C23H24N2O3376.46 Mary Koleck

New MILNACIPRAN HYDROCHLORIDE TABLETS PF 43(3) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Milnacipran Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Milnacipran Related 
Compound A RS  (1RS,2SR)-2-(Aminomethyl)-1-phenylcyclopropane-1-carboxylic acid 
hydrochloride.C11H13NO2·HCl227.69, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Milnacipran Related Compound B RS  (1RS,5SR)-1-Phenyl-3-
azabicyclo[3.1.0]hexan-2-one.C11H11NO173.21 Mary Koleck

Omission NITROMERSOL PF 44(3) Pg. ONLINE Entire document Shankari Shivaprasad



New POLIDOCANOL PF 43(5) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C30H62O10, Chemical Info/ n = 
an average of nine (9), Chemical Info/582.8 (based on an average of 9 moieties), 
Chemical Info/Poly(oxy-1,2-ethanediyl), &alpha;-dodecyl-&omega;-hydroxy-;, 
Chemical Info/Polyethylene glycol monododecyl ether (average polymer, n = 9; 
nonaethylene glycol monododecyl ether), Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197A>, 
IDENTIFICATION/B., ASSAY/Procedure, ASSAY/Distribution of Oligomers, 
ASSAY/Average Oligomer Chain Length, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of Ethylene Oxide and 1,4-Dioxane, IMPURITIES/Limit of 
Formaldehyde and Acetaldehyde, IMPURITIES/Limit of Formic Acid and Acetic Acid, 
SPECIFIC TESTS/Alkalinity, SPECIFIC TESTS/Appearance of Solution, SPECIFIC 
TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Total Ash, SPECIFIC 
TESTS/Fats and Fixed Oils <401>, Procedures, Hydroxyl Value, SPECIFIC TESTS/Fats 
and Fixed Oils <401>, Procedures, Iodine Value, SPECIFIC TESTS/Fats and Fixed Oils 
<401>, Procedures, Saponification Value, SPECIFIC TESTS/Water Determination 
<921>, Method I, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC 
TESTS/Microbial Enumeration Tests <61>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Polidocanol RS Donald Min

Revision RIFAMPIN CAPSULES PF 44(5) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatography, IDENTIFICATION/B, 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rifampin Quinone 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rifampin-N-
Oxide RS Ramanujam Prasad

Revision RIFAMPIN FOR INJECTION PF 44(5) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Rifampin Quinone RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rifampin-N-Oxide 
RS Ramanujam Prasad

Revision SELENIUM SULFIDE TOPICAL SUSPENSION PF 43(3) Pg. ONLINE
IDENTIFICATION/A., ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11> Michael Chang

Revision SODIUM THIOSULFATE INJECTION PF 43(2) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/Procedure, ASSAY/Procedure, 
IMPURITIES/Limit of Sulfate and Sulfite, IMPURITIES/Limit of Sulfide, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Sterility Tests <71>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Sodium Sulfate 
Anhydrous RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Sodium Sulfide RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Sodium Thiosulfate RS Donald Min

New TACROLIMUS OINTMENT PF 43(3) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Minimum Fill <755>, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified 
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Tacrolimus RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Tacrolimus Related 
Compound A RS Praveen Pabba



Revision TESTOSTERONE ENANTHATE PF 43(3) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197K><197>, IDENTIFICATION/B.  
Ultraviolet Absorption <197U>, IDENTIFICATION/B., IDENTIFICATION/C., 
ASSAY/Procedure, IMPURITIES/Ordinary Impurities <466>, IMPURITIES/Organic 
Impurities, IMPURITIES/Free Heptanoic Acid, IMPURITIES/Limit of Heptanoic Acid and 
Testosterone Enanthate Related Compound H, SPECIFIC TESTS/Melting Range or 
Temperature <741>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Enanthic Acid RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Testosterone RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Testosterone 
Enanthate Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Testosterone Enanthate Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Testosterone Enanthate Related 
Compound G RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Testosterone Enanthate Related Compound H RS Ren-Hwa Yeh

Revision TESTOSTERONE ENANTHATE INJECTION PF 43(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, IMPURITIES/Limit of Heptanoic Acid, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Enanthic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Testosterone RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Testosterone Enanthate Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Testosterone Enanthate Related 
Compound G RS Ren-Hwa Yeh

New TRIPTORELIN PAMOATE PF 43(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C64H82N18O13 · C23H16O6, 
Chemical Info/1311.45 (free base), Chemical Info/6-d-Tryptophan-, 4,4&prime;-
methylenebis[3-hydroxy-2-naphthalenecarboxylate] (salt);, Chemical Info/ 5-Oxo-l-
prolyl-l-histidyl-l-tryptophyl-l-seryl-l-tyrosyl-d-tryptophyl-l-leucyl-l-arginyl-l-
prolylglycine amide, 4,4\'-methylenebis[3-hydroxy-2-naphthoate] (salt)., Chemical 
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Amino 
Acid Analysis, IDENTIFICATION/C. HPLC, ASSAY/Procedure, OTHER 
COMPONENTS/Pamoic Acid Content, ??UNKNOWN??/Triptorelin-Related Impurities, 
??UNKNOWN??/Acetic Acid, SPECIFIC TESTS/Water Determination <921>, Method I, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Microbial 
Enumeration Tests <61> and Tests for Specified Microorganisms <62>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Pamoic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Triptorelin Acetate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Triptorelin Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Triptorelin Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Triptorelin 
Related Compound C RS Dale Schmidt

Revision MICROCRYSTALLINE WAX PF 43(2) Pg. ONLINE

Chemical Info, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption 
<197F> or <197A>, IDENTIFICATION/B.  Melting Range or Temperature 
<741>,Procedures, Procedure for Class III, IMPURITIES/Residue on Ignition <281>, 
SPECIFIC TESTS/Melting Range or Temperature, Class III <741>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11> Hong Wang
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