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Category Monograph Title Monograph Section Scientific Liaison

Revision EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 48(6) Pg. ONLINE

Biodegradable Polymer, {Biodegradable Polymer} dl-Lactide and Glycolide 
(50:50) Copolymer 12000 Ethyl Ester, {Polymers for Ophthalmic Use} dl-
Lactide and Glycolide (50:50) Copolymer 12000 Ethyl Ester, {Release-
Modifying Agent} Dosage Form, {Release-Modifying Agent} dl-Lactide and 
Glycolide (50:50) Copolymer 12000 Ethyl Ester, {Emollient} Soybean 
Phospholipids, {Emulsifying Agent} Soybean Phospholipids, Biodegradable 
Polymer, {Suspending and::or Viscosity-Increasing Agent} Soybean 
Phospholipids, {Polymers for Ophthalmic Use} dl-Lactide and Glycolide 
(50:50) Copolymer 12000 Acid, {Wetting and::or Solubilizing Agent} 
Soybean Phospholipids, {Release-Modifying Agent} dl-Lactide and 
Glycolide (50:50) Copolymer 12000 Acid Peng Zhang

Revision DESCRIPTION AND SOLUBILITY PF 48(6) Pg. ONLINE

L/dl-Lactide and Glycolide (50:50) Copolymer 12000 Ethyl Ester, 
S/Soybean Phospholipids, L/dl-Lactide and Glycolide (50:50) Copolymer 
12000 Acid, D/Droxidopa Peng Zhang

New

<74> SOLID PHASE CYTOMETRY-BASED RAPID MICROBIAL METHODS FOR THE 
DETECTION OF CONTAMINATION IN SHORT SHELF-LIFE PRODUCTS PF 48(5) Pg. 
ONLINE New Huiping Tu

New <77> MYCOPLASMA NUCLEIC ACID AMPLIFICATION TESTS PF 48(5) Pg. ONLINE New Huiping Tu

Revision <87> BIOLOGICAL REACTIVITY TESTS, IN VITRO PF 49(2) Pg. ONLINE Revision Desmond Hunt

Revision <88> BIOLOGICAL REACTIVITY TESTS, IN VIVO PF 49(2) Pg. ONLINE Revision Desmond Hunt

Revision
<382> ELASTOMERIC COMPONENT FUNCTIONAL SUITABILITY IN PARENTERAL 
PRODUCT PACKAGING/DELIVERY SYSTEMS PF 48(3) Pg. ONLINE Revision Desmond Hunt

Revision <467> RESIDUAL SOLVENTS PF 49(1) Pg. ONLINE Revision Edmond Biba
Revision <604> LEAK RATE PF 48(6) Pg. ONLINE Revision Kahkashan Zaidi

Revision <761> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY PF 48(4) Pg. ONLINE Revision Yang Liu

Omission
<787> SUBVISIBLE PARTICULATE MATTER IN THERAPEUTIC PROTEIN 
INJECTIONS PF 47(3) Pg. ONLINE Entire document Desmond Hunt

Revision
<1031> THE BIOCOMPATABILITY OF PHARMACEUTICAL PACKAGING SYSTEMS 
AND THEIR MATERIALS OF CONSTRUCTION PF 49(2) Pg. ONLINE Revision Desmond Hunt

Revision
<1078> GOOD MANUFACTURING PRACTICES FOR BULK PHARMACEUTICAL 
EXCIPIENTS PF 48(4) Pg. ONLINE Revision Galina Holloway

Revision

<1079.2> MEAN KINETIC TEMPERATURE IN THE EVALUATION OF TEMPERATURE 
EXCURSIONS DURING STORAGE AND TRANSPORTATION OF DRUG PRODUCTS PF 
49(2) Pg. ONLINE Revision Desmond Hunt

Revision
<1112> APPLICATION OF WATER ACTIVITY DETERMINATION TO NONSTERILE 
PHARMACEUTICAL PRODUCTS PF 47(1) Pg. ONLINE Revision Radhakrishna Tirumalai

New
<1114> MICROBIAL CONTROL STRATEGIES FOR CELL THERAPY PRODUCTS PF 
48(5) Pg. ONLINE New Leslie Furr

New <1154> LIPOSOME DRUG PRODUCTS PF 48(6) Pg. ONLINE New Kahkashan Zaidi
Omission <1184> SENSITIZATION TESTING PF 49(2) Pg. ONLINE Entire document Desmond Hunt

New
<1229.19> SIMULTANEOUS DECONTAMINATION AND STERILIZATION PF 47(5) 
Pg. ONLINE New Huiping Tu

New
<1229.20> DECONTAMINATION AND STERILIZATION PRE, MID AND POST 
PROCESS-CONSIDERATIONS PF 47(5) Pg. ONLINE New Huiping Tu

Revision
<1467> RESIDUAL SOLVENTS- VERIFICATION OF COMPENDIAL PROCEDURES 
AND VALIDATION OF ALTERNATIVE PROCEDURES PF 49(1) Pg. ONLINE Revision Edmond Biba

Revision
<1761> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY - THEORY AND 
PRACTICE PF 48(4) Pg. ONLINE Revision Yang Liu

Revision ACETYLCYSTEINE PF 49(2) Pg. ONLINE Revision Christine Hiemer
New ACETYLCYSTEINE INJECTION PF 48(6) Pg. ONLINE New Christine Hiemer
Revision ACETYLCYSTEINE SOLUTION PF 49(2) Pg. ONLINE Revision Christine Hiemer
New ADAPALENE AND BENZOYL PEROXIDE GEL PF 48(5) Pg. ONLINE New Christine Hiemer
Revision ALBENDAZOLE PF 48(5) Pg. ONLINE Revision, Revision Christine Hiemer
Revision ALBENDAZOLE TABLETS PF 48(5) Pg. ONLINE Revision, Revision Christine Hiemer
Revision ANTITHROMBIN III HUMAN PF 49(2) Pg. ONLINE Revision Rebecca Potts
New APIXABAN PF 48(5) Pg. ONLINE New Christine Hiemer
New APIXABAN TABLETS PF 48(5) Pg. ONLINE New Christine Hiemer
New ARTEMETHER AND LUMEFANTRINE TABLETS PF 47(5) Pg. ONLINE New Christine Hiemer
Revision ASPIRIN PF 48(2) Pg. ONLINE Revision Christine Hiemer

New
ASPIRIN AND DIPYRIDAMOLE EXTENDED-RELEASE CAPSULES PF 48(5) Pg. 
ONLINE New, New Christine Hiemer

New BACILLUS INAQUOSORUM PF 49(1) Pg. ONLINE New Binu Koshy
New BEMOTRIZINOL PF 47(5) Pg. ONLINE New Christine Hiemer
New BIMATOPROST PF 48(5) Pg. ONLINE New Christine Hiemer
New BUPRENORPHINE SUBLINGUAL TABLETS PF 48(3) Pg. ONLINE New Christine Hiemer
Revision CAFFEINE PF 49(2) Pg. ONLINE Revision Shankari Shivaprasad
New CANNABIDIOL PF 48(1) Pg. ONLINE NEW Nam-Cheol Kim
New CARGLUMIC ACID PF 47(6) Pg. ONLINE New Christine Hiemer
Revision CEFOXITIN SODIUM PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision CEFOXITIN FOR INJECTION PF 49(1) Pg. ONLINE Revision Christine Hiemer
New CELECOXIB CAPSULES PF 48(6) Pg. ONLINE New, New Christine Hiemer

New
CHLORHEXIDINE GLUCONATE AND ISOPROPYL ALCOHOL TOPICAL SOLUTION PF 
48(4) Pg. ONLINE New Christine Hiemer

Revision CHLORZOXAZONE PF 48(2) Pg. ONLINE Revision Shankari Shivaprasad
Revision CHLORZOXAZONE TABLETS PF 48(2) Pg. ONLINE Revision Shankari Shivaprasad
New CHOLINE FENOFIBRATE PF 47(6) Pg. ONLINE NEW Christine Hiemer
New CLOBETASOL PROPIONATE TOPICAL SPRAY PF 49(2) Pg. ONLINE New Shankari Shivaprasad
New CLOFARABINE PF 48(5) Pg. ONLINE New Christine Hiemer
New CLOFARABINE INJECTION PF 48(5) Pg. ONLINE New Christine Hiemer
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Revision CLOMIPRAMINE HYDROCHLORIDE PF 47(6) Pg. ONLINE Revision Shankari Shivaprasad
Revision CLONIDINE PF 49(2) Pg. ONLINE Revision Christine Hiemer

Revision
CLONIDINE HYDROCHLORIDE COMPOUNDED ORAL SUSPENSION PF 48(4) Pg. 
ONLINE Revision Blaine Groat

New DABIGATRAN ETEXILATE MESYLATE PF 48(4) Pg. ONLINE New Christine Hiemer
Revision DARIFENACIN HYDROBROMIDE PF 48(6) Pg. ONLINE New, New Christine Hiemer
Revision DARIFENACIN EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Christine Hiemer
New DEFERASIROX PF 48(5) Pg. ONLINE New Christine Hiemer
New DESONIDE CREAM PF 48(6) Pg. ONLINE New Shankari Shivaprasad
New DESONIDE LOTION PF 48(6) Pg. ONLINE New Shankari Shivaprasad
New DESONIDE OINTMENT PF 48(6) Pg. ONLINE New Shankari Shivaprasad

New
DL-LACTIDE AND GLYCOLIDE (50 TO 50) COPOLYMER 12000 ETHYL ESTER PF 
48(6) Pg. ONLINE New Peng Zhang

New
DL-LACTIDE AND GLYCOLIDE (50 TO 50) COPOLYMER 12000 ACID PF 48(3) Pg. 
ONLINE New, New Peng Zhang

New DOFETILIDE CAPSULES PF 48(1) Pg. ONLINE New Christine Hiemer
Revision DONEPEZIL HYDROCHLORIDE TABLETS PF 48(5) Pg. ONLINE Revision Shankari Shivaprasad
Revision DOPAMINE HYDROCHLORIDE INJECTION PF 47(5) Pg. ONLINE Revision Christine Hiemer
New DROXIDOPA PF 48(5) Pg. ONLINE New Christine Hiemer
New DROXIDOPA CAPSULES PF 48(5) Pg. ONLINE New, New Christine Hiemer
New EPTIFIBATIDE PF 49(2) Pg. ONLINE New Julie Zhang
Revision ERYTHROMYCIN PF 48(1) Pg. ONLINE Revision Julie Zhang
Revision ETHACRYNIC ACID TABLETS PF 47(5) Pg. ONLINE Revision Christine Hiemer
Revision ETODOLAC PF 47(5) Pg. ONLINE Revision Christine Hiemer

New FENOFIBRIC ACID DELAYED-RELEASE CAPSULES PF 47(6) Pg. ONLINE NEW Christine Hiemer
Revision FLURBIPROFEN SODIUM PF 48(3) Pg. ONLINE Revision Christine Hiemer

Revision FLURBIPROFEN SODIUM OPHTHALMIC SOLUTION PF 48(3) Pg. ONLINE Revision Christine Hiemer
New GLIPIZIDE EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Christine Hiemer
Revision GUANFACINE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Christine Hiemer
New HAEMATOCOCCUS PLUVIALIS POWDER PF 49(1) Pg. ONLINE New Binu Koshy
Revision HYDROCHLOROTHIAZIDE PF 48(4) Pg. ONLINE Revision Christine Hiemer

New
HYDROCODONE BITARTRATE AND ACETAMINOPHEN ORAL SOLUTION PF 48(6) Pg. 
ONLINE New Christine Hiemer

Revision HYDROXYAMPHETAMINE HYDROBROMIDE PF 48(5) Pg. ONLINE Revision Christine Hiemer

Revision ISOSORBIDE MONONITRATE EXTENDED-RELEASE TABLETS PF 47(5) Pg. ONLINE Revision Christine Hiemer
New KETOTIFEN FUMARATE PF 47(5) Pg. ONLINE NEW, Revision Heather Joyce
Revision LABETALOL HYDROCHLORIDE PF 48(2) Pg. ONLINE Revision Christine Hiemer
Revision LABETALOL HYDROCHLORIDE INJECTION PF 48(2) Pg. ONLINE Revision Christine Hiemer
Revision LABETALOL HYDROCHLORIDE TABLETS PF 48(2) Pg. ONLINE Revision Christine Hiemer

Revision LANSOPRAZOLE COMPOUNDED ORAL SUSPENSION PF 48(4) Pg. ONLINE Revision Brian Serumaga
Revision LECITHIN PF 48(2) Pg. ONLINE Revision Peng Zhang
Revision LEVOCARNITINE PF 49(2) Pg. ONLINE Revision Fatkhulla Tadjimukhamedov
New LEVOFLOXACIN OPHTHALMIC SOLUTION PF 48(6) Pg. ONLINE New Christine Hiemer
New MANNITOL COMPOUNDED INJECTION PF 48(4) Pg. ONLINE New Blaine Groat
Revision MEPERIDINE HYDROCHLORIDE PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision MEPERIDINE HYDROCHLORIDE INJECTION PF 49(1) Pg. ONLINE Revision Christine Hiemer
New MESALAMINE SUPPOSITORIES PF 48(6) Pg. ONLINE New Christine Hiemer
Revision MESALAMINE DELAYED-RELEASE TABLETS PF 47(6) Pg. ONLINE Revision Christine Hiemer
Revision METHADONE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Christine Hiemer
Revision METHADONE HYDROCHLORIDE INJECTION PF 48(1) Pg. ONLINE Revision Christine Hiemer
New MIRABEGRON PF 48(5) Pg. ONLINE New Christine Hiemer
New MIRABEGRON EXTENDED-RELEASE TABLETS PF 48(5) Pg. ONLINE New Christine Hiemer
Revision MOMETASONE FUROATE PF 49(2) Pg. ONLINE Revision, Revision Christine Hiemer
Revision NADOLOL TABLETS PF 48(4) Pg. ONLINE Revision Christine Hiemer
New NEEM LEAF PF 47(5) Pg. ONLINE New Nam-Cheol Kim
New NEEM LEAF DRY EXTRACT PF 47(5) Pg. ONLINE New Nam-Cheol Kim
New NEEM LEAF POWDER PF 47(5) Pg. ONLINE New Nam-Cheol Kim

New PALIPERIDONE EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Shankari Shivaprasad
New PANTOPRAZOLE SODIUM FOR INJECTION PF 48(2) Pg. ONLINE New Christine Hiemer
New PEA PROTEIN PF 48(6) Pg. ONLINE New Binu Koshy
Revision PENTAZOCINE HYDROCHLORIDE PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision PERPHENAZINE PF 48(5) Pg. ONLINE Revision Shankari Shivaprasad
New POLYETHYLENE GLYCOL 40 CASTOR OIL PF 48(6) Pg. ONLINE New Peng Zhang
Revision SARGRAMOSTIM FOR INJECTION PF 49(2) Pg. ONLINE Revision Rebecca Potts
New SEVELAMER HYDROCHLORIDE PF 48(6) Pg. ONLINE New, New Christine Hiemer
New SEVELAMER HYDROCHLORIDE TABLETS PF 48(6) Pg. ONLINE New, New Christine Hiemer
Revision SODIUM NITROPRUSSIDE PF 48(6) Pg. ONLINE Revision Christine Hiemer
New SODIUM NITROPRUSSIDE INJECTION PF 48(6) Pg. ONLINE New Christine Hiemer
New SOYBEAN PHOSPHOLIPIDS PF 48(2) Pg. ONLINE New Peng Zhang
New TAZAROTENE PF 48(5) Pg. ONLINE New Christine Hiemer

Revision TECHNETIUM TC 99M ALBUMIN AGGREGATED INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad
Revision TECHNETIUM TC 99M BICISATE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M EXAMETAZIME INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M MEBROFENIN INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M MEDRONATE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad
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Revision TECHNETIUM TC 99M MERTIATIDE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M OXIDRONATE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M PENTETATE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision SODIUM PERTECHNETATE TC 99M INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M PYROPHOSPHATE INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad
Revision TECHNETIUM TC 99M SUCCIMER INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M SULFUR COLLOID INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad

Revision TECHNETIUM TC 99M TETROFOSMIN INJECTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad
New TENOFOVIR DISOPROXIL FUMARATE PF 48(5) Pg. ONLINE New, New Christine Hiemer

New TENOFOVIR DISOPROXIL FUMARATE TABLETS PF 48(5) Pg. ONLINE New Christine Hiemer
New TERIFLUNOMIDE PF 48(5) Pg. ONLINE New Shankari Shivaprasad
New TERIFLUNOMIDE TABLETS PF 48(5) Pg. ONLINE New Shankari Shivaprasad
Revision TOBRAMYCIN PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision TOBRAMYCIN INJECTION PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision TOBRAMYCIN FOR INJECTION PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision TOBRAMYCIN OPHTHALMIC OINTMENT PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision TOBRAMYCIN INHALATION SOLUTION PF 49(1) Pg. ONLINE Revision Shankari Shivaprasad
Revision TOBRAMYCIN OPHTHALMIC SOLUTION PF 49(1) Pg. ONLINE Revision Christine Hiemer

Revision
TOBRAMYCIN AND DEXAMETHASONE OPHTHALMIC OINTMENT PF 49(1) Pg. 
ONLINE Revision Christine Hiemer

Revision
TOBRAMYCIN AND DEXAMETHASONE OPHTHALMIC SUSPENSION PF 49(1) Pg. 
ONLINE Revision, Revision Christine Hiemer

Revision TOBRAMYCIN SULFATE PF 49(1) Pg. ONLINE Revision Christine Hiemer
Revision TOLNAFTATE PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLTERODINE TARTRATE PF 48(1) Pg. ONLINE Revision Christine Hiemer

New TOLTERODINE TARTRATE EXTENDED-RELEASE CAPSULES PF 48(1) Pg. ONLINE New Christine Hiemer
New VARDENAFIL TABLETS PF 48(4) Pg. ONLINE New Shankari Shivaprasad
New RED YEAST DRY EXTRACT PF 48(6) Pg. ONLINE New Cuiying Ma
New RED YEAST RICE POWDER PF 48(6) Pg. ONLINE New Cuiying Ma
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