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Category Monograph Title

Revision

Revision

New

New

New

Revision

New
Revision

Revision

Revision

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

DESCRIPTION AND SOLUBILITY PF 48(6) Pg. ONLINE
</4> SULID PHASE CYIUNMEIRY-BASED RKAFID MICRUBLAL
METHODS FOR THE DETECTION OF CONTAMINATION IN SHORT
SHELF-LIFE PRODUCTS PF 48(5) Pg. ONLINE

</7/7> MYCOPLASMA NUCLEILIC ACID AMPLIFICATION TESTS PF
48(5) Pg. ONLINE

<312> MOLECULAR WEIGHI DEIERMINAITION FOR ALGINAIES PF
48(6) Pg. ONLINE

<382> ELASIOMERIC COMPUNENIT FUNCIIONAL SULITABILLIY IN
PARENTERAL PRODUCT PACKAGING/DELIVERY SYSTEMS PF 48(3)
Pg. ONLINE

<383> CURED SILICONE ELASTOMERS FOR PHARMACEU I LCAL
PACKAGING AND MANUFACTURING COMPONENTS PF 48(3) Pg.
ONLINE

<541> TITRIMETRY PF 48(5) Pg. ONLINE

<604> LEAK RATE PF 48(6) Pg. ONLINE
</61> NUCLEAR MAGNEI1C RESONANCE SPECIROSCOPY PF
48(4) Pg. ONLINE

Monograph Section Scientific Liaison

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,

{Emulsifying Agent} Sodium Oleate, {pH Modifier} Sodium Oleate Peng Zhang
L/di-Ldcuae dnu ulycolide (duU:ovU) Lopolylner 1Zuuu cuyl csLer,

S/Soybean Phospholipids, L/dl-Lactide and Glycolide (50:50)

Copolymer 12000 Acid, C/Choline Fenofibrate, P/Pirfenidone,

N/Nebivolol Hydrochloride, B/Bemotrizinol, S/Sodium Oleate,

C/Carglumic Acid, D/Droxidopa Peng Zhang

New Huiping Tu

New Huiping Tu

New Devendra Vasant Chavan
Revision Desmond Hunt
New Desmond Hunt
Revision Mingyan Chu
Revision Kahkashan Zaidi
Revision Yang Liu



Omission

New

Revision

Revision

Revision

New

New

New

New

Revision
New
New
Revision
Revision
New
New
New

Revision

New

New

Revision

New

New
New

</8/> SUBVISIBLE PARIICULAIE MAI IER IN ITHERAPEUILC
PROTEIN INJECTIONS PF 47(3) Pg. ONLINE

<1UZ3> EVALUAILUN SIKATEGY FUK IKACE ELEMENIS IN CELL
CULTURE MEDIA USED IN THE MANUFACTURE OF RECOMBINANT
THERAPEUTIC PROTEINS PF 48(5) Pg. ONLINE

<1033> BIOLOGICAL ASSAY VALIDATION PF 48(6) Pg. ONLINE
<10/8> GOOD MANUFACIURING PRACIICES FOR BULK
PHARMACEUTICAL EXCIPIENTS PF 48(4) Pg. ONLINE

<1112> APPLICATION OF WATER ACTLVITY DETERMINATION 1O
NONSTERILE PHARMACEUTICAL PRODUCTS PF 47(1) Pg. ONLINE
<1114> MICROBIAL CONIROL SIRAIEGIES FOR CELL IHERAPY
PRODUCTS PF 48(5) Pg. ONLINE

<1154> LIPOSOME DRUG PRODUCTS PF 48(6) Pg. ONLINE
<1229.19> SIMULTANEOUS DECONTAMINATION AND
STERILIZATION PF 47(5) Pg. ONLINE

<1229.20> DECONIAMINAITION AND SIERILIZATION PRE, MID
AND POST PROCESS-CONSIDERATIONS PF 47(5) Pg. ONLINE
<1/61> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY -
THEORY AND PRACTICE PF 48(4) Pg. ONLINE

ACETYLCYSTEINE INJECTION PF 48(6) Pg. ONLINE

ADAPALENE AND BENZOYL PEROXIDE GEL PF 48(5) Pg. ONLINE
ALBENDAZOLE PF 48(5) Pg. ONLINE

ALBENDAZOLE TABLETS PF 48(5) Pg. ONLINE

APIXABAN PF 48(5) Pg. ONLINE

APIXABAN TABLETS PF 48(5) Pg. ONLINE

ARTEMETHER AND LUMEFANTRINE TABLETS PF 47(5) Pg. ONLINE

ASPIRIN PF 48(2) Pg. ONLINE
ASPIRIN AND DIPYRIDAMOLE EXTENDED-RELEASE CAPSULES PH

48(5) Pg. ONLINE

BEMOTRIZINOL PF 47(5) Pg. ONLINE

BETAMETHASONE VALERATE PF 47(4) Pg. ONLINE

BIMATOPROST PF 48(5) Pg. ONLINE
BUPRENORPHINE COMPOUNDED SUBLINGUAL SOLUILION PF 4/(6)

Pg. ONLINE

BUPRENORPHINE SUBLINGUAL TABLETS PF 48(3) Pg. ONLINE

Entire document

New

Revision
Revision
Revision

New

New
New
New

Revision

New

New

Revision, Revision
Revision, Revision
New

New

New

Revision

New, New

New

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Thin-Layer Chromatographic Identification
Test (201), ASSAY/Procedure, IMPURITIES/Limit of Betamethasone
Valerate Related Compound H, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

New

New
New

Desmond Hunt

Rebecca Potts
Huiping Tu

Galina Holloway
Radhakrishna Tirumalai

Leslie Furr
Kahkashan Zaidi

Radhakrishna Tirumalai
Radhakrishna Tirumalai

Yang Liu

Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer

Christine Hiemer
Christine Hiemer

Shankari Shivaprasad
Christine Hiemer

Selma Mitiche
Christine Hiemer



New

Revision
New

New

New
Revision
Revision
New
New
New
New
New

Revision

Revision
New
Revision
Revision
New
New
New
New

Revision

New

New

New
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IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Betamethasone
Dipropionate, ASSAY/Calcipotriene, IMPURITIES/Organic
Impurities: Betamethasone Dipropionate, IMPURITIES/Organic
Impurities: Calcipotriene, PERFORMANCE TESTS/Minimum Fill
(755), SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests
for Specified Microorganisms (62), ADDITIONAL

CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE OINTMENT REQUIREMENTS/Packaging and Storage, ADDITIONAL

PF 46(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11)
ASSAY/Proceaure, PERFURMANCE 1ES1S/DISSOIUTION (/11),

CANDESARTAN CILEXETIL AND HYDROCHLOROTHIAZIDE TABLETS IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

PF 47(4) Pg. ONLINE Reference Standards (11)
CARGLUMIC ACID PF 47(6) Pg. ONLINE New
CELECOXIB CAPSULES PF 48(6) Pg. ONLINE New, New
CHLORHEXIDINE GLUCONATE AND 1ISOPROPYL ALCOHOL TOPICAL

SOLUTION PF 48(4) Pg. ONLINE New
CHLORZOXAZONE PF 48(2) Pg. ONLINE Revision
CHLORZOXAZONE TABLETS PF 48(2) Pg. ONLINE Revision
CHOLINE FENOFIBRATE PF 47(6) Pg. ONLINE NEW
CINNAMOMUM VERUM BARK PF 48(5) Pg. ONLINE New
CINNAMOMUM VERUM BARK POWDER PF 48(5) Pg. ONLINE New
CLOFARABINE PF 48(5) Pg. ONLINE New
CLOFARABINE INJECTION PF 48(5) Pg. ONLINE New
CLOMIPRAMINE HYDROCHLORIDE PF 47(6) Pg. ONLINE Revision
CLONIDINE HYDROCHLORIDE COMPOUNDED ORAL SUSPENSION

PF 48(4) Pg. ONLINE Revision
DABIGATRAN ETEXILATE MESYLATE PF 48(4) Pg. ONLINE New
DARIFENACIN HYDROBROMIDE PF 48(6) Pg. ONLINE New, New
DARIFENACIN EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE New, New
DEFERASIROX PF 48(5) Pg. ONLINE New
DESONIDE CREAM PF 48(6) Pg. ONLINE New
DESONIDE LOTION PF 48(6) Pg. ONLINE New
DESONIDE OINTMENT PF 48(6) Pg. ONLINE New
DEXTROSE PF 48(6) Pg. ONLINE Revision
DL-LACTIDE AND GLYCOLIDE (50 1O 50) COPOLYMER 12000

ETHYL ESTER PF 48(6) Pg. ONLINE New
DL-LACIIDE AND GLYCOLIDE (50 10 50) COPOLYMER 12000 ACID

PF 48(3) Pg. ONLINE New, New

DOFETILIDE CAPSULES PF 48(1) Pg. ONLINE New

Shankari Shivaprasad

Christine Hiemer
Christine Hiemer
Christine Hiemer

Christine Hiemer
Shankari Shivaprasad
Shankari Shivaprasad
Christine Hiemer
Cuiying Ma

Cuiying Ma

Christine Hiemer
Christine Hiemer
Shankari Shivaprasad

Blaine Groat
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer
Shankari Shivaprasad
Shankari Shivaprasad
Shankari Shivaprasad
Jenny Liu

Peng Zhang

Peng Zhang
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

IVENTIFLICATLIVUN/C., ADDAT/DUpPpdAllIITIE MTyulvLiivliue,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 5-
Hydroxymethylfurfural and Related Substances, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
DOPAMINE HYDROCHLORIDE AND DEXTROSE INJECTION PF 47(4) REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision  Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
New DROXIDOPA PF 48(5) Pg. ONLINE New Christine Hiemer
New DROXIDOPA CAPSULES PF 48(5) Pg. ONLINE New, New Christine Hiemer
Revision  ERGOCALCIFEROL TABLETS PF 48(6) Pg. ONLINE Revision Natalia Davydova
Revision ERYTHROMYCIN PF 48(1) Pg. ONLINE Revision Julie Zhang

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Water
determination (921), Method I, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Microbial Enumeration Tests
(61) and Test for Specified Microorganisms (62), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New ESOMEPRAZOLE SODIUM PF 47(3) Pg. ONLINE Reference Standards (11) Christine Hiemer

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Water Determination (921), Method I,
SPECIFIC TESTS/Particulate Matter in Injections (788), SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Injections and Implanted Drug
Products (1), Product Quality Tests Common to Parenteral Dosage
Forms, Specific Tests, Completeness and Clarity of Solutions,
ADDITIONAL REQUIREMENTS/Packaging and Storage,

New ESOMEPRAZOLE SODIUM FOR INJECTION PF 47(3) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

Revision ETHACRYNIC ACID TABLETS PF 47(5) Pg. ONLINE Revision Christine Hiemer

Revision  ETODOLAC PF 47(5) Pg. ONLINE Revision Christine Hiemer

New ETONOGESTREL PF 48(6) Pg. ONLINE New Shankari Shivaprasad
FENOFIBRIC ACID DELAYED-RELEASE CAPSULES PF 4/(6) Pg.

New ONLINE NEW Christine Hiemer

Revision = FEVERFEW LEAF PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky

Revision = FEVERFEW LEAF POWDER PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky



Revision

Revision

Revision
Revision
New
New
Revision
New
Revision

Revision

New
Revision

Revision

Revision
New

Revision
Revision

Revision

Revision
Revision
New
New
New
Revision
Revision

Revision

FLUOROURACIL INJECTION PF 47(3) Pg. ONLINE

FLURBIPROFEN SODIUM PF 48(3) Pg. ONLINE
FLURBIPROFEN SODIUM OPHIHALMIC SOLUIION PF 48(3) Pg.
ONLINE

GANCICLOVIR FOR INJECTION PF 47(5) Pg. ONLINE
GEFITINIB PF 48(4) Pg. ONLINE

GEFITINIB TABLETS PF 48(4) Pg. ONLINE

HARD GELATIN CAPSULE SHELLS PF 48(6) Pg. ONLINE
GLIPIZIDE EXTENDED-RELEASE TABLETS PF 48(6) Pg. ONLINE
GUANFACINE HYDROCHLORIDE PF 48(1) Pg. ONLINE

HYDROCHLOROTHIAZIDE PF 48(4) Pg. ONLINE
HYDROCODONE BITARTRATE AND ACETAMINOPHEN ORAL
SOLUTION PF 48(6) Pg. ONLINE

HYDROXYAMPHETAMINE HYDROBROMIDE PF 48(5) Pg. ONLINE

HARD HYPROMELLOSE CAPSULE SHELLS PF 48(6) Pg. ONLINE
1SOSORBIDE MONONILIRATE EXTENDED-RELEASE [ABLEIS PF
47(5) Pg. ONLINE

KETOTIFEN FUMARATE PF 47(5) Pg. ONLINE
LABETALOL HYDROCHLORIDE PF 48(2) Pg. ONLINE
LABETALOL HYDROCHLORIDE INJECTION PF 48(2) Pg. ONLINE

LABETALOL HYDROCHLORIDE TABLETS PF 48(2) Pg. ONLINE
LANSOPRAZOLE COMPOUNDED ORAL SUSPENSION PF 48(4) Pg.
ONLINE

LECITHIN PF 48(2) Pg. ONLINE

LEVOFLOXACIN OPHTHALMIC SOLUTION PF 48(6) Pg. ONLINE
MANNITOL COMPOUNDED INJECTION PF 48(4) Pg. ONLINE
MESALAMINE SUPPOSITORIES PF 48(6) Pg. ONLINE
MESALAMINE DELAYED-RELEASE TABLETS PF 47(6) Pg. ONLINE
METHADONE HYDROCHLORIDE PF 48(1) Pg. ONLINE
METHADONE HYDROCHLORIDE INJECTION PF 48(1) Pg. ONLINE
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Infrared Spectroscopy, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Urea,
SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Particulate Matter in Injections (788), SPECIFIC
TESTS/Sterility test (71), ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Revision

Revision
Revision
New

New
Revision
New, New
Revision

Revision

New
Revision

Revision

Revision
NEW, Revision
Revision
Revision

Revision

Revision
Revision
New
New
New
Revision
Revision

Revision

Christine Hiemer
Christine Hiemer

Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer

Margareth Marques

Christine Hiemer
Christine Hiemer
Christine Hiemer

Christine Hiemer
Christine Hiemer

Margareth Marques

Christine Hiemer
Heather Joyce

Christine Hiemer
Christine Hiemer
Christine Hiemer

Brian Serumaga
Peng Zhang
Christine Hiemer
Blaine Groat
Christine Hiemer
Christine Hiemer
Christine Hiemer
Christine Hiemer



Revision
New
New

Revision

Revision

Revision
New
New
New
Revision

Revision

New
New
New
Revision
Revision
New
New

New

METHADONE HYDROCHLORIDE TABLETS PF 47(4) Pg. ONLINE
MIRABEGRON PF 48(5) Pg. ONLINE

MIRABEGRON EXTENDED-RELEASE TABLETS PF 48(5) Pg. ONLINE

NADOLOL TABLETS PF 48(4) Pg. ONLINE

NAPROXEN PF 47(4) Pg. ONLINE

NAPROXEN SODIUM PF 47(4) Pg. ONLINE
NEEM LEAF PF 47(5) Pg. ONLINE

NEEM LEAF DRY EXTRACT PF 47(5) Pg. ONLINE
NEEM LEAF POWDER PF 47(5) Pg. ONLINE
ONDANSETRON PF 48(5) Pg. ONLINE

ONDANSETRON HYDROCHLORIDE PF 48(5) Pg. ONLINE
PALIPERIDONE EXTENDED-RELEASE IABLEIS PF 48(6) Pg.
ONLINE

PANTOPRAZOLE SODIUM FOR INJECTION PF 48(2) Pg. ONLINE
PEA PROTEIN PF 48(6) Pg. ONLINE

PENTOBARBITAL PF 48(6) Pg. ONLINE

PERPHENAZINE PF 48(5) Pg. ONLINE

PIMECROLIMUS PF 48(6) Pg. ONLINE

PLERIXAFOR PF 48(6) Pg. ONLINE

PLERIXAFOR INJECTION PF 48(6) Pg. ONLINE

IDENITLIFICATIUN/A. ITNniN-Layer Lnromatograpnic raenurication
Test (201), IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer
New Christine Hiemer
New Christine Hiemer
Revision Christine Hiemer

LI LINLITLIVIN, LUVLIN L LICATLUIN/ AL OPTLLIUDLUPIL LUuchiunicauvii

Tests (197), Infrared Spectroscopy, IDENTIFICATION/B.

Spectroscopic Identification Tests (197), Ultraviolet-Visible

Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Enantiomeric Purity Test, SPECIFIC TESTS/Optical

Rotation (781S), Procedures, Specific Rotation, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, ASSAY/Procedure,
IMPURITIES/Organic Impurities , Procedure 1, IMPURITIES/Limit of
Free Naproxen, IMPURITIES/Enantiomeric Purity Test, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
New Nam-Cheol Kim

New Nam-Cheol Kim

New Nam-Cheol Kim
Revision Christine Hiemer
Revision Christine Hiemer
New, New Shankari Shivaprasad
New Christine Hiemer
New Binu Koshy

Revision Shankari Shivaprasad
Revision Shankari Shivaprasad
New Christine Hiemer
New Christine Hiemer

New Christine Hiemer



New
New
Revision

Revision

Revision

Revision
New
New
Revision
New
Revision
New
New
New

New

New
New

New

Revision
Revision

Revision

POLYETHYLENE GLYCOL 3350 FOR ORAL SOLUTION PF 47(3) Pg.
ONLINE

POLYETHYLENE GLYCOL 40 CASTOR OIL PF 48(6) Pg. ONLINE
POTASSIUM HYDROXIDE PF 48(6) Pg. ONLINE
HARD PULLULAN CAPSULE SHELLS PF 48(6) Pg. ONLINE

ROSUVASTATIN CALCIUM PF 47(4) Pg. ONLINE

ROSUVASTATIN TABLETS PF 47(4) Pg. ONLINE

SEVELAMER HYDROCHLORIDE PF 48(6) Pg. ONLINE
SEVELAMER HYDROCHLORIDE TABLETS PF 48(6) Pg. ONLINE
SODIUM HYDROXIDE PF 48(6) Pg. ONLINE

SODIUM OLEATE PF 47(6) Pg. ONLINE

SODIUM NITROPRUSSIDE PF 48(6) Pg. ONLINE

SODIUM NITROPRUSSIDE INJECTION PF 48(6) Pg. ONLINE
SOYBEAN PHOSPHOLIPIDS PF 48(2) Pg. ONLINE
TAZAROTENE PF 48(5) Pg. ONLINE

TENOFOVIR DISOPROXIL FUMARATE PF 48(5) Pg. ONLINE
IENOFOVIR DISOPROXIL FUMARAIE IABLEIS PF 438(5) Pg.
ONLINE

TERIFLUNOMIDE PF 48(5) Pg. ONLINE
TERIFLUNOMIDE TABLETS PF 48(5) Pg. ONLINE

TIMOLOL MALEATE OPHTHALMIC SOLUTION PF 47(4) Pg. ONLINE
TOLNAFTATE PF 48(4) Pg. ONLINE
TOLTERODINE TARTRATE PF 48(1) Pg. ONLINE

T Lo R

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Formaldehyde and Acetaldehyde, SPECIFIC
TESTS/pH (791), SPECIFIC TESTS/Water Determination (921),
Method I, SPECIFIC TESTS/Completeness of Solution (641),
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

New
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Revision

Revision

CHACMILICAL INFURPMAITLIUN, DEFINLILIUN, IVENITLIFICATIUN/A,
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, IMPURITIES/Enantiomeric Purity, IMPURITIES/Limit of
Chloride, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

DEFINLIIUN, IDENITIFICATIUN/A., ADDAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

New, New
New, New
Revision
NEW
Revision
New

New

New

New, New

New
New

New

LDENTIFILATLIUN/A., IUENITLFICATIUN/A., IDENTIFICATLIUN/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and storage, ADDITIONAL
REQUIREMENTS/USP Reference standards (11)

Revision

Revision

Christine Hiemer

Peng Zhang

Devendra Vasant Chavan
Margareth Marques

Christine Hiemer

Christine Hiemer
Christine Hiemer
Christine Hiemer
Devendra Vasant Chavan
Devendra Vasant Chavan
Christine Hiemer
Christine Hiemer

Peng Zhang

Christine Hiemer
Christine Hiemer

Christine Hiemer
Shankari Shivaprasad
Shankari Shivaprasad

Christine Hiemer
Christine Hiemer
Christine Hiemer



New

New
New
New

New

IOLTERODINE TARIRATE EXTENDED-RELEASE CAPSULES PF 48(1)
Pg. ONLINE New

TOPIRAMATE EXTENDED-RELEASE CAPSULES PF 48(2) Pg. ONLINE New

VARDENAFIL TABLETS PF 48(4) Pg. ONLINE New
RED YEAST DRY EXTRACT PF 48(6) Pg. ONLINE New
RED YEAST RICE POWDER PF 48(6) Pg. ONLINE New

Christine Hiemer

Shankari Shivaprasad
Shankari Shivaprasad
Cuiying Ma
Cuiying Ma



