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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, Biodegradable Polymer, {Polymers 
for Ophthalmic Use} dl-Lactide and Glycolide (50:50) Copolymer 
12000 Acid, {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, 
T/Tributyl Citrate, L/dl-Lactide and Glycolide (50:50) Copolymer 
12000 Acid, A/Acetyltributyl Citrate, 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
<129> ANALYTICAL PROCEDURES FOR RECOMBINANT 
THERAPEUTIC MONOCLONAL ANTIBODIES PF 49(3) Pg. ONLINE Revision Julie Zhang

Revision

<198> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY 
IDENTITY TESTING OF BACTERIAL POLYSACCHARIDES USED IN 
VACCINE MANUFACTURE PF 49(3) Pg. ONLINE Revision Julie Zhang

Revision

<208> ANTI-FACTOR XA AND ANTI-FACTOR IIA ASSAYS FOR 
UNFRACTIONATED AND LOW MOLECULAR WEIGHT HEPARINS PF 
49(4) Pg. ONLINE Revision Rebecca Potts

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

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

<1132.1> RESIDUAL HOST CELL PROTEIN MEASUREMENT IN 
BIOPHARMACEUTICALS BY MASS SPECTROMETRY PF 49(3) Pg. 
ONLINE New Ying Han

New <1154> LIPOSOME DRUG PRODUCTS PF 48(6) Pg. ONLINE New Kahkashan Zaidi
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Revision

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

Revision ACETYLCYSTEINE PF 49(2) Pg. ONLINE Revision Morgan Puderbaugh
New ACETYLCYSTEINE INJECTION PF 48(6) Pg. ONLINE New Morgan Puderbaugh
Revision ACETYLCYSTEINE SOLUTION PF 49(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision ACETYLTRIBUTYL CITRATE PF 49(3) Pg. ONLINE Revision Galina Holloway
New ADAPALENE AND BENZOYL PEROXIDE GEL PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision ALBENDAZOLE PF 48(5) Pg. ONLINE Revision, Revision Morgan Puderbaugh
Revision ALBENDAZOLE TABLETS PF 48(5) Pg. ONLINE Revision, Revision Morgan Puderbaugh
New APIXABAN PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New APIXABAN TABLETS PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision ASPIRIN PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh

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

New AZELAIC ACID PF 49(3) Pg. ONLINE New Morgan Puderbaugh
New AZELAIC ACID TOPICAL GEL PF 49(3) Pg. ONLINE New Morgan Puderbaugh
New BIMATOPROST PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New BUPRENORPHINE SUBLINGUAL TABLETS PF 48(3) Pg. ONLINE New Morgan Puderbaugh
Revision CAFFEINE PF 49(2) Pg. ONLINE Revision Morgan Puderbaugh
New CARGLUMIC ACID PF 47(6) Pg. ONLINE New Morgan Puderbaugh
Revision CEFOXITIN SODIUM PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision CEFOXITIN FOR INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
New CELECOXIB CAPSULES PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh

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

Revision CHLORZOXAZONE PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision CHLORZOXAZONE TABLETS PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision CLIOQUINOL PF 49(4) Pg. ONLINE Revision Morgan Puderbaugh
New CLOBETASOL PROPIONATE SHAMPOO PF 49(3) Pg. ONLINE New Morgan Puderbaugh
New CLOBETASOL PROPIONATE TOPICAL SPRAY PF 49(2) Pg. ONLINE New Morgan Puderbaugh
New CLOFARABINE PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New CLOFARABINE INJECTION PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision CLONIDINE PF 49(2) Pg. ONLINE Revision Morgan Puderbaugh
New DABIGATRAN ETEXILATE MESYLATE PF 48(4) Pg. ONLINE New Morgan Puderbaugh
Revision DARIFENACIN HYDROBROMIDE PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
Revision DARIFENACIN EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
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New DEFERASIROX PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New DESONIDE CREAM PF 48(6) Pg. ONLINE New Morgan Puderbaugh
New DESONIDE LOTION PF 48(6) Pg. ONLINE New Morgan Puderbaugh
New DESONIDE OINTMENT PF 48(6) Pg. ONLINE New Morgan Puderbaugh
Revision DEXMEDETOMIDINE HYDROCHLORIDE PF 49(3) Pg. ONLINE Revision Morgan Puderbaugh

New
DILTIAZEM HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF 
49(4) Pg. ONLINE New Morgan Puderbaugh

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 Morgan Puderbaugh
Revision DONEPEZIL HYDROCHLORIDE TABLETS PF 48(5) Pg. ONLINE Revision Morgan Puderbaugh
Revision DRONABINOL CAPSULES PF 49(3) Pg. ONLINE Revision Morgan Puderbaugh
New DROXIDOPA PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New DROXIDOPA CAPSULES PF 48(5) Pg. ONLINE New, New Morgan Puderbaugh
Revision DUTASTERIDE CAPSULES PF 49(4) Pg. ONLINE New Morgan Puderbaugh
New EPTIFIBATIDE PF 49(2) Pg. ONLINE New Julie Zhang
Revision ETHYLCELLULOSE DISPERSION TYPE B PF 49(3) Pg. ONLINE Revision Kenny Xie

New
EUROPEAN ELDER BERRY AQUEOUS DRY EXTRACT PF 49(3) Pg. 
ONLINE New Maria Monagas

Revision EUROPEAN ELDER BERRY DRY EXTRACT PF 49(3) Pg. ONLINE Revision, Revision Cuiying Ma
Revision FLUPHENAZINE DECANOATE PF 49(4) Pg. ONLINE Revision Morgan Puderbaugh
Revision FLURBIPROFEN SODIUM PF 48(3) Pg. ONLINE Revision Morgan Puderbaugh

Revision
FLURBIPROFEN SODIUM OPHTHALMIC SOLUTION PF 48(3) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision FONDAPARINUX SODIUM INJECTION PF 49(4) Pg. ONLINE Revision Jennifer Tong Sun
New GLIPIZIDE EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
Revision GONADORELIN ACETATE PF 49(3) Pg. ONLINE Revision Julie Zhang
Revision GUANFACINE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision HISTIDINE PF 49(3) Pg. ONLINE Revision Fatkhulla Tadjimukhamedov
Revision HYDROCHLOROTHIAZIDE PF 48(4) Pg. ONLINE Revision Morgan Puderbaugh
Revision HYDROCODONE BITARTRATE PF 49(4) Pg. ONLINE Revision Morgan Puderbaugh

New
HYDROCODONE BITARTRATE AND ACETAMINOPHEN ORAL 
SOLUTION PF 48(6) Pg. ONLINE New Morgan Puderbaugh

Revision HYDROXYAMPHETAMINE HYDROBROMIDE PF 48(5) Pg. ONLINE Revision Morgan Puderbaugh
Revision ISOPROTERENOL HYDROCHLORIDE PF 49(4) Pg. ONLINE Revision Morgan Puderbaugh
Revision LABETALOL HYDROCHLORIDE PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh
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Revision LABETALOL HYDROCHLORIDE INJECTION PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision LABETALOL HYDROCHLORIDE TABLETS PF 48(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision LEVOCARNITINE PF 49(2) Pg. ONLINE Revision Fatkhulla Tadjimukhamedov
New LEVOFLOXACIN OPHTHALMIC SOLUTION PF 48(6) Pg. ONLINE New Morgan Puderbaugh
New LURASIDONE HYDROCHLORIDE PF 49(4) Pg. ONLINE New Morgan Puderbaugh
New LURASIDONE HYDROCHLORIDE TABLETS PF 49(4) Pg. ONLINE New, New Morgan Puderbaugh
Revision MEPERIDINE HYDROCHLORIDE PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision MEPERIDINE HYDROCHLORIDE INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision METHADONE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision METHADONE HYDROCHLORIDE INJECTION PF 48(1) Pg. ONLINE Revision Morgan Puderbaugh
New MIRABEGRON PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New MIRABEGRON EXTENDED-RELEASE TABLETS PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision MOMETASONE FUROATE PF 49(2) Pg. ONLINE Revision, Revision Morgan Puderbaugh
Revision NADOLOL TABLETS PF 48(4) Pg. ONLINE Revision Morgan Puderbaugh
New OFLOXACIN OTIC SOLUTION PF 49(3) Pg. ONLINE New, New Morgan Puderbaugh

New PALIPERIDONE EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
New PANTOPRAZOLE SODIUM FOR INJECTION PF 48(2) Pg. ONLINE New Morgan Puderbaugh
Revision PENTAZOCINE HYDROCHLORIDE PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision PERPHENAZINE PF 48(5) Pg. ONLINE Revision Morgan Puderbaugh
New POSACONAZOLE PF 49(3) Pg. ONLINE New Morgan Puderbaugh
Revision PROCAINE HYDROCHLORIDE PF 49(3) Pg. ONLINE Revision Morgan Puderbaugh
Revision SARGRAMOSTIM FOR INJECTION PF 49(2) Pg. ONLINE Revision Rebecca Potts
New SEVELAMER HYDROCHLORIDE PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
New SEVELAMER HYDROCHLORIDE TABLETS PF 48(6) Pg. ONLINE New, New Morgan Puderbaugh
New SILODOSIN PF 49(3) Pg. ONLINE New Morgan Puderbaugh
New SILODOSIN CAPSULES PF 49(3) Pg. ONLINE New Morgan Puderbaugh
New SIROLIMUS PF 49(4) Pg. ONLINE New Morgan Puderbaugh
New SIROLIMUS TABLETS PF 49(4) Pg. ONLINE New Morgan Puderbaugh
Revision SODIUM NITROPRUSSIDE PF 48(6) Pg. ONLINE Revision Morgan Puderbaugh
New SODIUM NITROPRUSSIDE INJECTION PF 48(6) Pg. ONLINE New Morgan Puderbaugh
Revision SORAFENIB TOSYLATE PF 49(3) Pg. ONLINE Revision Morgan Puderbaugh
New TAZAROTENE PF 48(5) Pg. ONLINE New Morgan Puderbaugh

Revision
TECHNETIUM TC 99M ALBUMIN AGGREGATED INJECTION PF 49(1) 
Pg. ONLINE Revision Morgan Puderbaugh
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Revision
TECHNETIUM TC 99M EXAMETAZIME INJECTION PF 49(1) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision
TECHNETIUM TC 99M MEBROFENIN INJECTION PF 49(1) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision
TECHNETIUM TC 99M MEDRONATE INJECTION PF 49(1) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision
TECHNETIUM TC 99M OXIDRONATE INJECTION PF 49(1) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision SODIUM PERTECHNETATE TC 99M INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh

Revision
TECHNETIUM TC 99M PYROPHOSPHATE INJECTION PF 49(1) Pg. 
ONLINE Revision Morgan Puderbaugh

Revision TECHNETIUM TC 99M SUCCIMER INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh

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

New TENOFOVIR DISOPROXIL FUMARATE PF 48(5) Pg. ONLINE New, New Morgan Puderbaugh

New TENOFOVIR DISOPROXIL FUMARATE TABLETS PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New TERIFLUNOMIDE PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New TERIFLUNOMIDE TABLETS PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision TOBRAMYCIN PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision TOBRAMYCIN INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision TOBRAMYCIN FOR INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision TOBRAMYCIN OPHTHALMIC OINTMENT PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
Revision TOBRAMYCIN OPHTHALMIC SOLUTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh

Revision
TOBRAMYCIN AND DEXAMETHASONE OPHTHALMIC OINTMENT PF 
49(1) Pg. ONLINE Revision Morgan Puderbaugh

Revision
TOBRAMYCIN AND DEXAMETHASONE OPHTHALMIC SUSPENSION 
PF 49(1) Pg. ONLINE Revision, Revision Morgan Puderbaugh

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

New
TOLTERODINE TARTRATE EXTENDED-RELEASE CAPSULES PF 48(1) 
Pg. ONLINE New Morgan Puderbaugh

Revision TRIBUTYL CITRATE PF 49(4) Pg. ONLINE Revision Galina Holloway
New VARDENAFIL TABLETS PF 48(4) Pg. ONLINE New Morgan Puderbaugh
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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