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Category Monograph Title

Revision  DESCRIPTION AND SOLUBILITY PF 46(5) Pg. ONLINE

Revision <232> ELEMENTAL IMPURITIES--LIMITS PF 47(1) Pg. ONLINE
<2800> MULTI-INGREDIENT DIETARY SUPPLEMENT PRODUCTS -

New PRODUCT QUALITY TESTS PF 47(5) Pg. ONLINE

New ACAMPROSATE DELAYED-RELEASE TABLETS PF 46(6) Pg. ONLINE
ARGATROBAN IN SODIUM CHLORIDE INJECTION PF 46(6) Pg.

New ONLINE

New ARMODAFINIL PF 46(5) Pg. ONLINE

New ARMODAFINIL TABLETS PF 46(5) Pg. ONLINE

New BUPRENORPHINE INJECTION PF 46(6) Pg. ONLINE

CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE OINTMENT

New PF 46(6) Pg. ONLINE

New CALCIUM ACETATE ORAL SOLUTION PF 46(5) Pg. ONLINE
CARTEOLOL HYDROCHLORIDE OPHTHALMIC SOLUTION PF 46(5)

Revision  Pg. ONLINE

Revision DALFAMPRIDINE PF 46(6) Pg. ONLINE

Revision DUTASTERIDE CAPSULES PF 46(5) Pg. ONLINE

Monograph Section Scientific Liaison

A/Armodafinil Mary Koleck
Revision Kahkashan Zaidi
New Natalia Davydova

LI LINLTIUIN, 1ULIN 1L 1UAT1UIN AL SPELL USLUPIL LUSHILITILaUUT
Tests (197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Limit of Acamprosate Related Compound A,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Sterility Tests (71), SPECIFIC TESTS/Bacterial Endotoxins
Test (85), SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Osmolality
and Osmolarity (785), SPECIFIC TESTS/Particulate Matter in
Injections (788), SPECIFIC TESTS/Other Requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

CACMIICAL INFURPNMATIUN, UEFINLIIUN, IDENTIFICATIUIN/ AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, IMPURITIES/Limit
of S-Enantiomer, SPECIFIC TESTS/Water Determination (921),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Christine Hiemer

Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification
Tests (197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, IMPURITIES/Limit of S-
Enantiomer, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
UCFLINLIIUIN, 1IUEIN TIFICATIUIN AL, LUEINTLFLCA T LUIN/ D,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH (791), SPECIFIC TESTS/Particulate Matter in Injections
(788), SPECIFIC TESTS/Sterility Tests (71), SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Other
Requirements, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
11
O v st s, s s s
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
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
DCFLNLTIUN, IVENTIFICATIUN/A., LIUENITIFICATLIVUIN/D.
Identification Tests—General (191), Chemical Identification Tests,
Acetate, ASSAY/Procedure, SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62), ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), FOOTNOTES
LDENILIFICATLUN/A. ININ layer Lnromatograpny,
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
VEFINLILIUN, ADDAY/Froceaure, 1IMPUKLILES/LIMIT OT vairampriaine
Related Compound B and Dalfampridine Related Compound C,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water
Determination (921), Method I, Method Ia, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
DCrLINLILIUN, IVENTIFICATIUN/AL, IVENITIFICATLIUIN/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)

Shankari Shivaprasad

Christine Hiemer
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FLUOXETINE CAPSULES PF 46(5) Pg. ONLINE

FLUOXETINE DELAYED-RELEASE CAPSULES PF 46(5) Pg. ONLINE

FLUOXETINE ORAL SOLUTION PF 46(5) Pg. ONLINE

FLUOXETINE TABLETS PF 46(5) Pg. ONLINE

FLUOXETINE HYDROCHLORIDE PF 46(5) Pg. ONLINE
IBANDRONATE SODIUM PF 47(6) Pg. ONLINE
NEBIVOLOL HYDROCHLORIDE PF 47(6) Pg. ONLINE

OXYBUTYNIN CHLORIDE ORAL SOLUTION PF 47(2) Pg. ONLINE

PALONOSETRON INJECTION PF 46(5) Pg. ONLINE

PIROXICAM CAPSULES PF 47(1) Pg. ONLINE

TIAGABINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

LDENILFILATLIUN/B., ASSAY/Proceaure, PEKFUKMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11), IMPURITIES/Organic Impurities
LMPUKL I 1ES/Urganic 1mpurities, IUENLFICATLUN/A. SPectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LUENITLIFICATIUN/A. SPECIroscopic 1aenurication 1ests (197/),
Infrared Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), IMPURITIES/Organic Impurities

LDENIIFICATLUN/A. SPECtroscopic 1aentrication 1ests (19/),
Infrared Spectroscopy, IDENTIFICATION/A., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11),
IMPURITIES/Organic Impurities

LDENILFICATLUN/A. SPECtroscopic 1dentrication 1ests (197/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), IMPURITIES/Residue on Ignition (281)

New
New

IDENTIFICATION/A. Thin-Layer Chromatographic Identification
Test (201), IDENTIFICATION, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Microbiological Examination of Nonsterile Products—Tests
for Burkholderia Cepacia Complex (60), SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), ADDITIONAL REQUIREMENTS/Packaging and Storage
UCFLINLIIUIN, 1IUEIN TIFICATIUIN AL, LUEINTLFLCA T LUIN/ D,
ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Particulate Matter in Injections (788),
SPECIFIC TESTS/Sterility (71), SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Other Requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
LUENITIFICATIUN/A. 1NIN-Layer Lnromatograpny,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination (921), Method I,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFLINLITIUN, IVENTIFICATIUN/A,, IDENTIFICATLIUN/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)
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