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Category Monograph Title Monograph Section Scientific Liaison

Revision DESCRIPTION AND SOLUBILITY PF 50(1) Pg. ONLINE

G/Guanidine Hydrochloride, S/Sodium Oleate, 

I/Isostearic acid 75 Kenny Xie
Revision <604> LEAK RATE PF 48(6) Pg. ONLINE Revision Kahkashan Zaidi

Revision

<761> NUCLEAR MAGNETIC RESONANCE 

SPECTROSCOPY PF 49(5) Pg. ONLINE Revision Yang Liu

Revision

<823> POSITRON EMISSION TOMOGRAPHY DRUGS 

FOR COMPOUNDING, INVESTIGATIONAL, AND 

RESEARCH USES PF 49(5) Pg. ONLINE Revision Morgan Puderbaugh

New

<1002> FILTERS AND MEMBRANES PF 50(2) Pg. 

ONLINE New Margareth Marques

Revision

<1030> AN INTRODUCTION TO THE BIOASSAY 

CHAPTERS – OVERVIEW AND GLOSSARY PF 50(2) Pg. 

ONLINE New Ravi Dasari

New

<1040> QUALITY CONSIDERATIONS OF PLASMID DNA 

AS A STARTING MATERIAL FOR CELL AND GENE 

THERAPIES PF 49(6) Pg. ONLINE New Rebecca Potts

New

<1119> BIOBURDEN MONITORING PF 50(1) Pg. 

ONLINE New Leslie Furr
New <1119.1> BIOBURDEN TEST PF 50(1) Pg. ONLINE New Leslie Furr

New

<1154> LIPOSOME DRUG PRODUCTS PF 48(6) Pg. 

ONLINE New Kahkashan Zaidi

Omission

<1229.3> MONITORING OF BIOBURDEN PF 50(1) Pg. 

ONLINE Entire document Huiping Tu

Revision

<1761> NUCLEAR MAGNETIC RESONANCE 

SPECTROSCOPY - THEORY AND PRACTICE PF 49(5) Pg. 

ONLINE Revision Yang Liu

New

<1762> SOLID-STATE NMR SPECTROSCOPY - THEORY 

AND PRACTICE PF 50(2) Pg. ONLINE New Yang Liu

Revision

<1823> POSITRON EMISSION TOMOGRAPHY DRUGS-

INFORMATION PF 49(5) Pg. ONLINE Revision Morgan Puderbaugh
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 ALBENDAZOLE PF 48(5) Pg. ONLINE Revision, Revision Morgan Puderbaugh
Revision ALBENDAZOLE TABLETS PF 48(5) Pg. ONLINE Revision, Revision Morgan Puderbaugh
New AMBRISENTAN PF 50(2) Pg. ONLINE New, New Morgan Puderbaugh
New APIXABAN PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New APIXABAN TABLETS PF 48(5) Pg. ONLINE New Morgan Puderbaugh

New

ARGATROBAN IN SODIUM CHLORIDE INJECTION PF 

50(2) Pg. ONLINE New Morgan Puderbaugh
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New

ASPIRIN AND DIPYRIDAMOLE EXTENDED-RELEASE 

CAPSULES PF 48(5) Pg. ONLINE New, New Morgan Puderbaugh

Revision

ATENOLOL AND CHLORTHALIDONE TABLETS PF 50(2) 

Pg. ONLINE New, New Morgan Puderbaugh
Revision ATRACURIUM BESYLATE PF 50(1) Pg. ONLINE Revision, Revision Morgan Puderbaugh

Revision

ATRACURIUM BESYLATE INJECTION PF 50(1) Pg. 

ONLINE 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 BEXAROTENE PF 49(5) Pg. ONLINE New Morgan Puderbaugh
New BEXAROTENE CAPSULES PF 49(5) Pg. ONLINE New Morgan Puderbaugh
New BIMATOPROST PF 48(5) Pg. ONLINE New Morgan Puderbaugh
Revision BOSENTAN PF 50(1) Pg. ONLINE New Morgan Puderbaugh
Revision BOSENTAN TABLETS PF 50(1) Pg. ONLINE New Morgan Puderbaugh
New BRIVARACETAM PF 49(6) Pg. ONLINE New Morgan Puderbaugh
New BRIVARACETAM INJECTION PF 49(6) Pg. ONLINE New Morgan Puderbaugh

New BRIVARACETAM ORAL SOLUTION PF 49(6) Pg. ONLINE New Morgan Puderbaugh
New BRIVARACETAM TABLETS PF 49(6) Pg. ONLINE New Morgan Puderbaugh

New

BUPRENORPHINE AND NALOXONE SUBLINGUAL FILM 

PF 49(6) Pg. ONLINE New Morgan Puderbaugh
Revision CELECOXIB PF 49(5) Pg. ONLINE Revision Morgan Puderbaugh
New CELECOXIB CAPSULES PF 48(6) Pg. ONLINE New, 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 CISATRACURIUM BESYLATE PF 50(2) Pg. ONLINE Revision, Revision Morgan Puderbaugh

Revision

CISATRACURIUM BESYLATE INJECTION PF 50(2) Pg. 

ONLINE Revision, 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
Revision COLISTIMETHATE SODIUM PF 50(1) Pg. ONLINE Revision Julie Zhang
New CUMIN FRUIT PF 50(2) Pg. ONLINE New Nam-Cheol Kim
New CUMIN FRUIT DRY EXTRACT PF 50(2) Pg. ONLINE New Nam-Cheol Kim
New CUMIN FRUIT POWDER PF 50(2) Pg. ONLINE New Nam-Cheol Kim

New

DAUNORUBICIN HYDROCHLORIDE INJECTION PF 49(6) 

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
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New DESONIDE OINTMENT PF 48(6) Pg. ONLINE New Morgan Puderbaugh
Revision DEXAMETHASONE TABLETS PF 50(2) Pg. ONLINE Revision Morgan Puderbaugh

Revision

DEXMEDETOMIDINE HYDROCHLORIDE PF 49(3) Pg. 

ONLINE Revision Morgan Puderbaugh

Revision

DEXTROMETHORPHAN HYDROBROMIDE PF 49(5) Pg. 

ONLINE Revision Morgan Puderbaugh

New

DICLOFENAC SODIUM COMPOUNDED TOPICAL FOAM 

PF 50(1) Pg. ONLINE New Blaine Groat

Revision

DIETHYLENE GLYCOL MONOETHYL ETHER PF 50(2) Pg. 

ONLINE Revision Kenny Xie

New

DILTIAZEM HYDROCHLORIDE EXTENDED-RELEASE 

TABLETS PF 49(4) Pg. ONLINE New Morgan Puderbaugh

Revision

DONEPEZIL HYDROCHLORIDE TABLETS PF 48(5) Pg. 

ONLINE Revision Morgan Puderbaugh
Revision DONG QUAI ROOT PF 50(2) Pg. ONLINE Revision Cuiying Ma
Revision DONG QUAI ROOT POWDER PF 50(2) Pg. ONLINE Revision Cuiying Ma
New DROXIDOPA PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New DROXIDOPA CAPSULES PF 48(5) Pg. ONLINE New, New Morgan Puderbaugh

Revision

EXCIPIENTS (USP AND NF), LISTED BY CATEGORY PF 

49(6) Pg. ONLINE

{Emollient} Isostearic acid 75, {Emulsifying Agent} 

Isostearic acid 75, {Lubricant} Isostearic acid 75, 

{Binders and Fillers} Sodium Oleate, {Chaotropic 

agent} Guanidine Hydrochloride, {Wetting and/or 

Solubilizing Agent} Guanidine Hydrochloride, 

{Emulsifying Agent} Sodium Oleate, {Glidants and 

Lubricants} Sodium Oleate Kenny Xie
New FESOTERODINE FUMARATE PF 49(6) Pg. ONLINE New Morgan Puderbaugh
Revision FLUPHENAZINE DECANOATE PF 49(4) Pg. ONLINE Revision Morgan Puderbaugh

Revision

FLUPHENAZINE DECANOATE INJECTION PF 49(6) 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

New

GUAIFENESIN AND DEXTROMETHORPHAN 

HYDROBROMIDE EXTENDED-RELEASE TABLETS PF 

49(6) Pg. ONLINE New Morgan Puderbaugh
Revision GUANIDINE HYDROCHLORIDE PF 50(1) Pg. ONLINE Revision Kenny Xie
Revision HISTIDINE PF 49(3) Pg. ONLINE Revision Fatkhulla Tadjimukhamedov
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
New ISOSTEARIC ACID 75 PF 49(6) Pg. ONLINE New Kenny Xie

New

KIT FOR PREPARATION OF TECHNETIUM TC99M 

PENTETATE INJECTION PF 49(6) Pg. ONLINE New Morgan Puderbaugh
Revision ANHYDROUS LACTOSE PF 49(5) Pg. ONLINE Revision Kenny Xie
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Revision LACTOSE MONOHYDRATE PF 49(5) Pg. ONLINE Revision Kenny Xie
Revision LEVOCARNITINE PF 49(2) Pg. ONLINE Revision Fatkhulla Tadjimukhamedov
New LEVOCARNITINE TARTRATE PF 50(2) Pg. ONLINE New 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
New MELOXICAM INJECTION PF 49(5) Pg. ONLINE 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
New MESNA INJECTION PF 49(6) Pg. ONLINE New Morgan Puderbaugh

New

METOPROLOL SUCCINATE EXTENDED-RELEASE 

CAPSULES PF 49(6) Pg. ONLINE New Morgan Puderbaugh

New METRONIDAZOLE VAGINAL GEL PF 50(2) Pg. ONLINE New Morgan Puderbaugh
Revision METYROSINE PF 49(5) 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 MOMETASONE FUROATE CREAM PF 50(1) Pg. ONLINE New Morgan Puderbaugh

Revision

MOMETASONE FUROATE OINTMENT PF 50(1) Pg. 

ONLINE Revision Morgan Puderbaugh

Revision

MOMETASONE FUROATE TOPICAL SOLUTION PF 50(1) 

Pg. ONLINE Revision Morgan Puderbaugh

New

MORPHINE SULFATE ORAL SOLUTION PF 49(6) Pg. 

ONLINE New Morgan Puderbaugh
New NEBIVOLOL TABLETS PF 49(6) Pg. ONLINE New Morgan Puderbaugh
New NEBIVOLOL HYDROCHLORIDE PF 49(6) Pg. ONLINE New Morgan Puderbaugh

Revision NEOSTIGMINE METHYLSULFATE PF 49(6) Pg. ONLINE Revision Morgan Puderbaugh

Revision

NEOSTIGMINE METHYLSULFATE INJECTION PF 49(6) 

Pg. ONLINE Revision Morgan Puderbaugh
New NILOTINIB HYDROCHLORIDE PF 49(5) Pg. ONLINE New Morgan Puderbaugh
Revision NOREPINEPHRINE BITARTRATE PF 50(2) Pg. ONLINE Revision Morgan Puderbaugh

Revision

NOREPINEPHRINE BITARTRATE INJECTION PF 50(2) 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
Revision PAROXETINE HYDROCHLORIDE PF 49(5) Pg. ONLINE Revision, Revision Morgan Puderbaugh

Revision PENTAZOCINE HYDROCHLORIDE PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh
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Revision PERPHENAZINE PF 48(5) Pg. ONLINE Revision Morgan Puderbaugh
New POSACONAZOLE PF 49(3) Pg. ONLINE New Morgan Puderbaugh

New

PRAMIPEXOLE DIHYDROCHLORIDE EXTENDED-

RELEASE TABLETS PF 49(5) Pg. ONLINE New, New Morgan Puderbaugh
Revision PREDNISOLONE PF 50(2) Pg. ONLINE Revision Morgan Puderbaugh
Revision PROCAINE HYDROCHLORIDE PF 49(3) Pg. ONLINE Revision Morgan Puderbaugh
New SEVELAMER CARBONATE PF 50(2) Pg. ONLINE New, New Morgan Puderbaugh
Revision SICHUAN LOVAGE RHIZOME PF 50(2) Pg. ONLINE Revision Cuiying Ma

Revision

SICHUAN LOVAGE RHIZOME POWDER PF 50(2) Pg. 

ONLINE Revision Cuiying Ma

New

SILDENAFIL FOR ORAL SUSPENSION PF 50(1) Pg. 

ONLINE 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
New SODIUM OLEATE PF 50(2) Pg. ONLINE New Kenny Xie
Revision SORBITAN MONOOLEATE PF 50(2) Pg. ONLINE Revision Kenny Xie
Revision SORBITAN MONOSTEARATE PF 50(2) Pg. ONLINE Revision Kenny Xie
Revision SORBITAN SESQUIOLEATE PF 50(2) Pg. ONLINE Revision Kenny Xie
New SUNITINIB CAPSULES PF 50(2) Pg. ONLINE New, New Morgan Puderbaugh
New SUNITINIB MALATE PF 49(6) Pg. ONLINE New, New Morgan Puderbaugh
New TAZAROTENE PF 48(5) Pg. ONLINE New Morgan Puderbaugh
New TAZOBACTAM SODIUM PF 49(6) Pg. ONLINE New Morgan Puderbaugh

Revision

TECHNETIUM TC 99M ALBUMIN AGGREGATED 

INJECTION PF 49(1) Pg. ONLINE Revision Morgan Puderbaugh

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
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New TETRABENAZINE PF 49(5) Pg. ONLINE New Morgan Puderbaugh
Revision TETRABENAZINE TABLETS PF 49(5) Pg. ONLINE New, New Morgan Puderbaugh

New

TIAGABINE HYDROCHLORIDE TABLETS PF 49(5) Pg. 

ONLINE New Morgan Puderbaugh
Omission UREA FOR INJECTION PF 50(2) Pg. ONLINE Entire document Morgan Puderbaugh

New

ZOLPIDEM TARTRATE SUBLINGUAL TABLETS PF 50(2) 

Pg. ONLINE New Morgan Puderbaugh
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