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Category Monograph Title

Revision  <1> INJECTIONS PF 46(4) Pg. ONLINE
Revision =~ DESCRIPTION AND SOLUBILITY PF 44(2) Pg. ONLINE

</71> OPHTHALMIC PRODUCTS - QUALILITY TESTS PF 44(5) Pg.
Revision = ONLINE
Revision ~ ALCLOMETASONE DIPROPIONATE CREAM PF 45(3) Pg. ONLINE
Revision =~ ALCLOMETASONE DIPROPIONATE OINTMENT PF 45(3) Pg. ONLINE
New ARTEMETHER PF 46(4) Pg. ONLINE
New BUDESONIDE DELAYED-RELEASE CAPSULES PF 45(5) Pg. ONLINE

Scientific Liaison
Desmond Hunt

Sujatha Ramakrishna

Monograph Section
Revision

Nisoldipine

DRUG PRODUCT QUALITY Margareth Marques

IDENTIFICATION/B. Thin-Layer Chromatographic Identification Test
(201), ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62):, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11), IDENTIFICATION/B. Thin-Layer Chromatographic

Identification Test (201) Mary Koleck

IDENTIFICATION/B. Thin-Layer Chromatographic Identification Test
(201), ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62):, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11), IDENTIFICATION/B. Thin-Layer Chromatographic
Identification Test (201)

CHIRIMILCAL LINTURIMIATLIVIN, ETLINLTLIVUIN, LIVLEIN LT LICATLIVIN/ AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LIMINLILIUIN, IVECINTLITLICATLIVUN/ AL, IVENTLIFLICATLIVUIN/ D.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Mary Koleck

Shankari Shivaprasad

Mary Koleck



Revision

Revision

Revision

Revision

Revision

New

BUSULFAN PF 45(5) Pg. ONLINE

BUSULFAN TABLETS PF 45(5) Pg. ONLINE

BUTALBITAL, ASPIRIN, AND CAFFEINE CAPSULES PF 46(2) Pg.
ONLINE

CEFTAZIDIME PF 45(3) Pg. ONLINE

CEFTAZIDIME FOR INJECTION PF 45(3) Pg. ONLINE

CLOBETASOL PROPIONATE TOPICAL SPRAY PF 45(1) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy:
197K or 197A, IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Methanesulfonic Acid, IMPURITIES/Limit of
Tetrahydrofuran, SPECIFIC TESTS/Melting Range or Temperature
(741), ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Jane Li

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(197), Infrared Spectroscopy: 197K or 197A, IDENTIFICATION/B.,
IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Jane Li
LUENILFILATLUN/B., ASSAY/Froceaure, FERFURMANLE

TESTS/Dissolution (711), IMPURITIES/Limit of Free Salicylic Acid,
IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage Wei Yang

CHEMICAL INFORMATION, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Pyridine,
SPECIFIC TESTS/Bacterial Endotoxins Test (85):, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LULINILL LCATLIUVIN/ Dy, MOOAIT/TIULTUUIT, UITILN

COMPONENTS/Sodium Carbonate (Where Present), OTHER
COMPONENTS/Content of Arginine (Where Present),
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Pyridine,
SPECIFIC TESTS/Bacterial Endotoxins Test (85):, SPECIFIC
TESTS/Sterility Tests (71):, SPECIFIC TESTS/Loss on Drying (731),
ADDITIONAL REQUIREMENTS/Packaging and Storage:,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

/L LINL LIV, LN T DM AN/ My LN T L LM LI Uy

ASSAY/Procedure, OTHER COMPONENTS/Content of Alcohol,
OTHER COMPONENTS/Content of Isopropyl Myristate,
PERFORMANCE TESTS/Delivered-Dose Uniformity, 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)

Slavica Shane

Slavica Shane

Mary Koleck



New

Revision

Revision

Revision

Revision

Revision

Omission

New

Omission

CYCLOPHOSPHAMIDE CAPSULES PF 44(6) Pg. ONLINE

DIAZEPAM PF 45(2) Pg. ONLINE

DIAZEPAM INJECTION PF 45(2) Pg. ONLINE

DIAZEPAM TABLETS PF 45(2) Pg. ONLINE

ESTRADIOL VAGINAL INSERTS PF 45(3) Pg. ONLINE

EXENATIDE PF 45(3) Pg. ONLINE
FLUORESCEIN PF 46(5) Pg. ONLINE

GLIPIZIDE EXTENDED-RELEASE TABLETS PF 45(1) Pg. ONLINE
GUANETHIDINE MONOSULFATE PF 45(6) Pg. ONLINE

PILIG, L/ LIV AU/ LU VMU LIVE LIV L LM AN, My

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

Cyclophosphamide RS, ADDITIONAL REQUIREMENTS/USP

Reference Standards <11>/USP Cyclophosphamide Related

Compound A RS Jane Li

IDUENTIFICATIUN/ A, DPECLIUSLUPIL LUETILIHILALIVIT 1ESW (1LY /),

Infrared Spectroscopy:, IDENTIFICATION/B. Thin-Layer

Chromatographic Identification Test (201), IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Melting Range or Temperature, Class I (741):, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Heather Joyce
IVENITIFICATIUN/A., IDENITLIFICAITIUN/D. LTIIrdrea Apsorpuon,

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic

Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85):,

ADDITIONAL REQUIREMENTS/Packaging and Storage:,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce
IDENITLIFICATIVUN/D. ININ-Layer cnromatograpnic raenurication 1est

(201), IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

ADDITIONAL REQUIREMENTS/Packaging and Storage:,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce
IDENILFILATLIUN/A. ININ-Layer Lnromatograpnic laenurication 1est

(201):, ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Gerald Hsu

LLI1INLILIUIN/ ULILILIEU DCLLIVIT, LIVENTLIFLICATLIVIN/ D. ALV ALIU

Analysis, ASSAY/Procedure, IMPURITIES/Procedure 1: Exenatide

Related Substances and Impurities, IMPURITIES/Procedure 2: N-

Acetyl His1-Exenatide, IMPURITIES/Procedure 3: Limit of d-Hisl

Exenatide, PROCESS-RELATED IMPURITIES/Limit of Phosphate,

SPECIFIC TESTS/Bacterial Endotoxins Test (85):, ADDITIONAL
REQUIREMENTS/Labeling: Manoj Metta

Entire document Devarshi Narendra Thaker

LIMLINLITLIVIN, IVEINTLITLICATLIVIN/ AL, LIVEINTLITICALTLVIN/ D,

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),

PERFORMANCE TESTS/Uniformity of Dosage Units (905):,

IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic

Impurities, Procedure 2, ADDITIONAL REQUIREMENTS/Packaging

and Storage:, ADDITIONAL REQUIREMENTS/USP Reference

Standards (11) Behnaz Almasi

Entire document Tamara Bourne



Revision

Revision

New

New

Revision

Revision

Revision

Revision

Revision

HYDROCORTISONE RECTAL SUSPENSION PF 45(3) Pg. ONLINE

HYDROMORPHONE HYDROCHLORIDE INJECTION PF 45(3) Pg.
ONLINE

HYDROXYCHLOROQUINE SULFATE COMPOUNDED ORAL
SUSPENSION PF 46(2) Pg. ONLINE

IBANDRONATE SODIUM PF 46(4) Pg. ONLINE

LEVORPHANOL TARTRATE PF 45(5) Pg. ONLINE

LIDOCAINE AND PRILOCAINE CREAM PF 45(3) Pg. ONLINE

LINDANE LOTION PF 45(5) Pg. ONLINE

MOLINDONE HYDROCHLORIDE PF 45(6) Pg. ONLINE

MUPIROCIN NASAL OINTMENT PF 45(3) Pg. ONLINE

IDENTIFICATION/Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
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) Gerald Hsu
IDENILFILATLIUN/A. LNTrared ADSOrption, IDENILFICATLIUN/A.,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Wei Yang

DEFLINLILIUN, ADDAY/Froceaure, srcelrlc 1esi1o/pn(/9yl),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Phosphate and Phosphite, IMPURITIES/Limit
of Methanesulfonic Acid (if present), SPECIFIC TESTS/Loss on
Drying (731), SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), FOOTNOTES

CHACNMICAL INFURNMAITIUN, DEFINLIIUN, IDENITLIFICATIUN/A.
Infrared Absorption (197K)or (197A), IDENTIFICATION/B.
Ultraviolet Absorption (197U), ASSAY/Procedure,
IMPURITIES/Ordinary Impurities (466), IMPURITIES/Organic
Impurities

IDENILFICATLON/A., ASSAY/Procedure, IMPURLILES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:
LIDENILFICATLUN/B., ASSAY/Procedure, IMPURLILIES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDENILFICATLON/B. Ihin-Layer Chromatography,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL

Brian Serumaga

R S L T 2 o SR RSP RO

Behnaz Almasi

Hillary Cai

Richard Nguyen

Shankari Shivaprasad

REQUIREMENTS/USP Reference Standards (11) Mary Koleck
IDENILFICATLON/B., ASSAY/Procedure, IMPURLIIES/Organic

Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards

(11) Slavica Shane



New

New

Revision

Revision

Revision

Revision

Revision

Revision

OXICONAZOLE NITRATE CREAM PF 45(2) Pg. ONLINE

OXICONAZOLE NITRATE LOTION PF 45(2) Pg. ONLINE

PENTAZOCINE AND NALOXONE TABLETS PF 45(1) Pg. ONLINE

PHENOBARBITAL PF 45(5) Pg. ONLINE

PHENOBARBITAL ORAL SOLUTION PF 45(5) Pg. ONLINE

PHENOBARBITAL TABLETS PF 45(5) Pg. ONLINE

PHENOBARBITAL SODIUM PF 45(3) Pg. ONLINE

PHENOBARBITAL SODIUM INJECTION PF 45(3) Pg. ONLINE

LTLINLITLIVIN, LIVLEINTLTICATLIVIN/ AL, LIVEINTLTLICATLVIN/ D,
ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE
TESTS/Minimum Fill (755):, SPECIFIC TESTS/Microbial Enumeration
Tests (61) and Tests for Specified Microorganisms (62):, SPECIFIC
TESTS/pH (791), ADDITIONAL REQUIREMENTS/Packaging and
Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards
11
fJI:r)ll‘ll TIVUIN, IVECINTIFLICATLIVIN/AL, LIVENTLITLICALTLVUIN/ D,
ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE
TESTS/Minimum Fill (755):, SPECIFIC TESTS/Microbial Enumeration
Tests (61) and Tests for Specified Microorganisms (62):, SPECIFIC
TESTS/pH (791):, ADDITIONAL REQUIREMENTS/Packaging and
Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)
LDENILFICATLIUN/A., IDENITLFILATLUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), PERFORMANCE
TESTS/Uniformity of Dosage Units (905):, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:

IDENTIFICATION/A., IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Melting Range or Temperature (741),
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LUENITLFICATIUN/A., IDENITLFICATLIUN/A., LDENTIFICATIUN/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENITIFICATIUN/A,, IDENITLIFICATIUN/A,, IDENITLIFICAITIVUN/D.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IVEINTLIFLICATIVIN/A. FIULCUUIC, LIVEINTLITLICALTLIVUIN/ AL,
IDENTIFICATION/B., IDENTIFICATION/C.Identification
Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85):, ADDITIONAL
REQUIREMENTS/Labeling:, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LUENILFILATLUN/A. Proceaure, IDENIIFILATIUN/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85):, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Shankari Shivaprasad

Shankari Shivaprasad

Hillary Cai

Claire Chisolm

Claire Chisolm

Claire Chisolm

Claire Chisolm

Claire Chisolm



DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Iridoid Glycosides, CONTAMINANTS/Articles of Botanical Origin
(561), Limits of Elemental Impurities:, CONTAMINANTS/Articles of
Botanical Origin (561), Pesticide Residue Analysis:,
CONTAMINANTS/Microbial Enumeration Tests (2021):,
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli:, SPECIFIC TESTS/Botanical
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Foreign Organic Matter:, SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis,
Alcohol-Soluble Extractives, Method 1:, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Water-Soluble
Extractives, Method 1:, SPECIFIC TESTS/Articles of Botanical Origin
(561), Methods of Analysis, Total Ash:, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Acid-Insoluble Ash:,
SPECIFIC TESTS/Water Determination (921), Method II:,
ADDITIONAL REQUIREMENTS/Packaging and Storage:,
ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL

New PICRORHIZA SPECIES ROOT AND RHIZOME PF 45(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Nam-Cheol Kim

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Iridoid Glycosides, CONTAMINANTS/Articles of Botanical Origin
(561), Limits of Elemental Impurities:, CONTAMINANTS/Articles of
Botanical Origin (561), Pesticide Residue Analysis:,
CONTAMINANTS/Microbial Enumeration Tests (2021):,
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli:, SPECIFIC TESTS/Water Determination
(921), Method II:, ADDITIONAL REQUIREMENTS/Packaging and
PICRORHIZA SPECIES ROOT AND RHIZOME DRY EXTRACT PF 45(1) Storage:, ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL
New Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Nam-Cheol Kim



New

Revision

Revision

Revision

Revision

PICRORHIZA SPECIES ROOT AND RHIZOME POWDER PF 45(1) Pg.
ONLINE

PREDNISONE TABLETS PF 45(3) Pg. ONLINE

PROTRIPTYLINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

RISEDRONATE SODIUM TABLETS PF 45(1) Pg. ONLINE

ROFLUMILAST PF 46(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Iridoid Glycosides, CONTAMINANTS/Articles of Botanical Origin
(561), Limits of Elemental Impurities:, CONTAMINANTS/Articles of
Botanical Origin (561), Pesticide Residue Analysis:,
CONTAMINANTS/Microbial Enumeration Tests (2021):,
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli:, SPECIFIC TESTS/Botanical
Characteristics:, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Foreign Organic Matter:, SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis,
Alcohol-Soluble Extractives, Method 1:, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Water-Soluble
Extractives, Method 1:, SPECIFIC TESTS/Articles of Botanical Origin
(561), Methods of Analysis, Total Ash:, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Acid-Insoluble Ash:,
SPECIFIC TESTS/Water Determination (921), Method II:,
ADDITIONAL REQUIREMENTS/Packaging and Storage:,
ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LVEINTLITLICATLIVIN/ AL LAl EU AUDUILPLUIVIL (L7 1\),

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),
IDENTIFICATION/A. Infrared Absorption (197K)

DCrLINLIIUN/UIILILEU DECLUIN, IVENITLIFICAITLIUN/A. DpPEeCL uscoupic
Identification Tests (197), Infrared Spectroscopy:,
IDENTIFICATION/B. Ultraviolet Absorption (197U),
IDENTIFICATION/B., IDENTIFICATION/C., IDENTIFICATION/D. X-
Ray Diffraction (941):, ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/pH (791)

Nam-Cheol Kim

Ren-Hwa Yeh

Claire Chisolm

IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy:, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

LTI/ LN UNTIA J.ul‘l, /L1 1i1NL1 1 J.Ul‘l, AL/LIN L LA LVvIN AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, IMPURITIES/Limit
of Roflumilast Related Compound E, SPECIFIC TESTS/Water
Determination (921), Method I, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Andrea Carney

Ren-Hwa Yeh



New
Omission

Revision

Revision

New

Revision

New

New

SAQUINAVIR MESYLATE TABLETS PF 46(5) Pg. ONLINE
SULFAMETHOXAZOLE ORAL SUSPENSION PF 45(4) Pg. ONLINE

SULFASALAZINE TABLETS PF 45(3) Pg. ONLINE

SULFASALAZINE DELAYED-RELEASE TABLETS PF 45(3) Pg. ONLINE

TINIDAZOLE TABLETS PF 46(3) Pg. ONLINE

TRIHEXYPHENIDYL HYDROCHLORIDE ORAL SOLUTION PF 45(3) Pg.
ONLINE

ULIPRISTAL ACETATE PF 46(5) Pg. ONLINE

VORICONAZOLE TABLETS PF 45(3) Pg. ONLINE

DLILINLILIUIN, IVULINTLITICATLIUIN/ A, OPTULLIUDLUPIL LUCHILINILalivil 1oL

(197), Infrared Spectroscopy, 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)

Entire document

IDUENITLIFICATLIVUN/FPIrOCEQUre, IVENITIFICATIUN/A,.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage:,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDENILFICATIUN/A., IUENITLIFILATLUN/B., ASSAY/Proceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

UCFLINLILIUN, IUENITLIFICAITIUN/A,, IDENITLIFICAITLIUN/D,.,
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)

DCILNLIIUN/UIILILEU DECLIVI, LIDVENTLIFLICATLIUN/ A, DpeLL usLtupic

Identification Tests (197), Infrared Spectroscopy :,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62):, ADDITIONAL REQUIREMENTS/Packaging and

Storage:

CILITILCAL LN UNPIATLIVIN, L] LINLTLUIN, LN DL LM LVIN A

Spectroscopic Identification Tests (197), Infrared Spectroscopy,

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic

Impurities, SPECIFIC TESTS/Optical Rotation (781S), Procedures,
Specific Rotation, SPECIFIC TESTS/Water Determination (921),
Method I, Method Ia, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards

(11)

LIMLINLITLIVIN, IVEINTLITLICATLIVIN/ AL, LIVEINTLITICALTLVIN/ D,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905):,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL
REQUIREMENTS/Labeling:, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), DEFINITION

Praveen Pabba
Praveen Pabba

Praveen Pabba

Praveen Pabba

Praveen Pabba

Nicholas Garito Jr.

Ren-Hwa Yeh

Shankari Shivaprasad



