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Category Monograph Title

Revision

Revision

Revision

Revision

New

New
Revision

Revision

New

Omission

Revision

New

Revision

New

Revision

Revision
New

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 46(6) Pg.
ONLINE

<3> TOPICAL AND TRANSDERMAL DRUG PRODUCTS - PRODUCT
QUALITY TESTS PF 46(6) Pg. ONLINE

<5> INHALAIION AND NASAL DRUG PRODUCIS GENERAL
INFORMATION AND PRODUCT QUALITY TESTS PF 47(4) Pg.
ONLINE

DESCRIPTION AND SOLUBILITY PF 47(3) Pg. ONLINE

</242> RESPIRAITION BASED RAPID MICRUBLIAL MEITHOUDS FUR THE
RELEASE OF STERILE SHORT- LIFE PRODUCTS PF 46(6) Pg.
ONLINE

</3> AlP BIOLUMINISCENCE BASED RAPID MICRUBIAL MEITHODS
FOR THE RELEASE OF STERILE SHORT -LIFE PRODUCTS PF 46(6)
Pg. ONLINE

<126>SOMATROPIN BIOIDENTITY TESTS PF 47(4) Pg. ONLINE
<232> ELEMENTAL IMPURITIES--LIMITS PF 47(1) Pg. ONLINE

<621> CHROMATOGRAPHY PF 43(5) Pg. ONLINE

</8/> SUBVISIBLE PARIICULAIE MAI TER IN THERAPEUI1C
PROTEIN INJECTIONS PF 47(3) Pg. ONLINE

</89> SUBVISIBLE PARTICULATE MATTER IN OPHIHALMIC
SOLUTIONS PF 47(3) Pg. ONLINE

<1042> CELL BANKING PRACIICES FOR RECOMBINAN |
BIOLOGICS PF 47(1) Pg. ONLINE

<1072> DISINFECTANTS AND ANTISEPTICS PF 46(5) Pg. ONLINE
<1095> BAICH RELEASE TESTING FOR ENSURING COMPLIANCE
WITH UNIFORMITY OF DOSAGE UNITS PF 47(4) Pg. ONLINE
<1UYY> LIMII UON NUMBER OF LARGE DEVIATIONS WHEN
ASSESSING CONTENT UNIFORMITY IN LARGE SAMPLES PF 47(4)
Pg. ONLINE

<1112> APPLICAITION OF WAITER ACILVIIY DEIERMINAITION 10
NONSTERILE PHARMACEUTICAL PRODUCTS PF 47(1) Pg. ONLINE

<1212> PROBE TACK TEST PF 46(6) Pg. ONLINE

Monograph Section

{Emulsifying Agent} Soybean Phosphatidylcholine, {Suspending
and::or Viscosity-Increasing Agent} Soybean Phosphatidylcholine,
{Wetting and::or Solubilizing Agent} Soybean Phosphatidylcholine

Revision

Revision

E/ESOMeEprazole >oaium, L/cevimeline nyarocnioriae, v/varunavir,
S/Soybean Phosphatidylcholine, E/Emtricitabine, E/Erlotinib

Hydrochloride, R/Roflumilast, A/Armodafinil, U/Ulipristal Acetate,
M/Micafungin Sodium

New

New
Revision

Revision

DEFINLILIONS, SYSIEM SULIABILLIY, ADJUSIMENI OF
CHROMATOGRAPHIC CONDITIONS, QUANTIFICATION
Entire document

Revision

New

Revision

New

Revision

Revision
New

Scientific Liaison

Peng Zhang

Margareth Marques

Kahkashan Zaidi

Andrea Carney

Radhakrishna Tirumalai

Radhakrishna Tirumalai
Rebecca Potts
Kahkashan Zaidi

Horacio Pappa
Desmond Hunt
Desmond Hunt

Rebecca Potts
Radhakrishna Tirumalai

Steven Walfish

Steven Walfish

Radhakrishna Tirumalai
Margareth Marques



Revision

Revision

New

New

Revision

Revision

Revision

Revision

Revision

Revision

<16U4> PRESENITAITION OF AERODYNAMIC PARILICLE SI1ZE
DISTRIBUTION MEASUREMENT DATA PF 46(5) Pg. ONLINE
<1912> MEASUREMENI| OF HARDNESS OF SEMISOLIDS PF 4/(2)
Pg. ONLINE

ACAMPROSATE DELAYED-RELEASE TABLETS PF 46(6) Pg. ONLINE

ACETAZOLAMIDE EXTENDED-RELEASE CAPSULES PF 46(5) Pg.
ONLINE

ACETYLTRIETHYL CITRATE PF 46(6) Pg. ONLINE

ALBUTEROL TABLETS PF 47(4) Pg. ONLINE

ALGINIC ACID PF 47(4) Pg. ONLINE

ALUMINA AND MAGNESIUM TRISILICATE TABLETS PF 47(2) Pg.
ONLINE

AMCINONIDE PF 46(2) Pg. ONLINE

AMCINONIDE CREAM PF 46(2) Pg. ONLINE

Revision

Revision

L AINA ANy AN LT A AN/ M POl VoLV I AU L IS U LIV SO

(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)

DLMLINLILIUN, IVECNTLITICATIVUN/AL, IVENTLITLICALTLVUIN/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), FOOTNOTES
DEFLINLILIUN, IDENITLIFICATLIUN/D. LNromduoygrapnic raeritiy,
ASSAY/Procedure, ASSAY, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Refractive
Index (831), SPECIFIC TESTS/Acidity, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENILFICATIUN/A., IDENITLFICATLUN/B. Laenurication
Tests—General (191), Sulfate, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IMPURLILES/Arsenic (211), Procedures, Method 11,
IMPURITIES/Lead (251), IMPURITIES/Limit of Lead and Arsenic

S O N R A U L L1 R LU TR L S TR RO I e Te)

Identification Tests, Magnesium, IDENTIFICATION/A.,
IDENTIFICATION/B. Identification Tests—General (191), Chemical
Identification Tests, Aluminum, IDENTIFICATION/B.,
IDENTIFICATION/C. Silicon Dioxide, ASSAY/Procedure 1: Aluminum
Hydroxide, ASSAY/Procedure 2: Magnesium Trisilicate,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

ASSAY/Procedure, IMPURLILES/Organic Impurities, ADDLILONAL
REQUIREMENTS/USP Reference Standards (11)
IDENILIFILCATLIUN/B., ASSAY/Proceaure, IMPURLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

R T R S Lo LA L]

Kahkashan Zaidi

Antonio Hernandez-Cardoso

Shankari Shivaprasad

Christine Hiemer

Galina Holloway

Shankari Shivaprasad

Devendra Vasant Chavan

Christine Hiemer

Shankari Shivaprasad

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,
ARGATROBAN IN SODIUM CHLORIDE INJECTION PF 46(6) Pg. ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
New ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

CHILITILCAL LN URPTTATLIUIN, LT LINLTLIVIN, LULIN T L LCATLIUVIN/ 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
New ARMODAFINIL PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) 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,

New ARMODAFINIL TABLETS PF 46(5) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad
CHEMICAL INFORMATION, ADDITIONAL REQUIREMENITS/USP
Revision  ATOMOXETINE HYDROCHLORIDE PF 47(4) Pg. ONLINE Reference Standards (11) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Marmelosin, 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/Limit of Egeline,
Method 1, SPECIFIC TESTS/Limit of Egeline, Method 2, 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 2, SPECIFIC TESTS/Loss on Drying
(731), 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, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Revision =~ BAEL TREE FRUIT PF 47(3) Pg. ONLINE Reference Standards (11) Nam-Cheol Kim



Revision

Revision

Revision

Revision

BAEL TREE FRUIT DRY EXTRACT PF 47(3) Pg. ONLINE

BAEL TREE FRUIT POWDER PF 47(3) Pg. ONLINE

BECLOMETHASONE DIPROPIONATE PF 46(2) Pg. ONLINE

BETAMETHASONE ACETATE PF 46(6) Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Marmelosin, 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/Limit of Egeline,
Method 1, SPECIFIC TESTS/Limit of Egeline, Method 2, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Marmelosin, 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/Limit of Egeline,
Method 1, SPECIFIC TESTS/Limit of Egeline, Method 2, SPECIFIC
TESTS/Botanical Characteristics, 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 2,
SPECIFIC TESTS/Loss on Drying (731), 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, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Optical Rotation (781S), Procedures,
Specific Rotation, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

LMIFURLILILD/VviyalliL LITIPULILIED, CINCMLICAL INCURPMIATLIVIN,
IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/B.Thin-Layer
Chromatographic Identification Test (201), ASSAY/Procedure,
IMPURITIES/Ordinary Impurities (466), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Nam-Cheol Kim

Nam-Cheol Kim

Shankari Shivaprasad

Shankari Shivaprasad



Revision

Revision

New

Revision

Revision

Revision

BETAMETHASONE DIPROPIONATE PF 46(3) Pg. ONLINE

BETAMETHASONE VALERATE PF 47(4) Pg. ONLINE

BROCCOLI SEED DRY EXTRACT PF 46(3) Pg. ONLINE

BUMETANIDE PF 47(4) Pg. ONLINE

BUMETANIDE INJECTION PF 47(4) Pg. ONLINE

BUMETANIDE TABLETS PF 47(4) Pg. ONLINE

LUCINTLITLICATLIUIN/ AL DPELLIUDLUPIL LUCHILITILALIVIL 1EDW (177),

Infrared Spectroscopy, IDENTIFICATION/B. Thin-Layer

Chromatographic Identification Test (201), ASSAY/Procedure,

IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

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) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Glucoraphanin, COMPOSITION, CONTAMINANTS/Botanicals Extracts
(565), General Pharmacopeial Requirements, Preparations, Pesticide
Residues, 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/Loss on Drying (731),
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Total Ash, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Maria Monagas

LVENTIFICATLIUN/A. DPECLIUSLUPIC LUCTILUNLativll 1esws (1v7),

Infrared Spectroscopy, IDENTIFICATION/B.Spectroscopic

Identification Tests (197), Ultraviolet-Visible Spectroscopy,

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Residue on

Ignition (281), IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
DEFLNLILIUN, IDENITIFICAITIUN/A., IDENITLIFICAITLIUN/D.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Bacterial Endotoxins Test (85), ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
IDENITLIFICATIUN/A., IDENITLIFILATIUN/B., ASSAY/Proceaure,

PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer



New

New

New

Revision

Revision

Revision

New

BUPRENORPHINE INJECTION PF 46(6) Pg. ONLINE

CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE OINTMENT
PF 46(6) Pg. ONLINE

CALCIUM ACETATE ORAL SOLUTION PF 46(5) Pg. ONLINE

CALCIUM ASCORBATE PF 47(3) Pg. ONLINE

CALCIUM PROPIONATE PF 46(6) Pg. ONLINE

CANDESARTAN CILEXETIL AND HYDROCHLOROTHIAZIDE TABLETS
PF 47(4) Pg. ONLINE

CARBIDOPA TABLETS PF 46(4) Pg. ONLINE

/L0 LINL AUV, LL/LIN 1L LOM AV May L/LIN T L LM LI Uy

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)

et AIVA ANy AN A AN VAN TNy AN AL AN\ ANV oy

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)

/Ll LINL ] J.Ul‘l, AL/LIN L oM J.UI‘I/I"\., AL/LIN L LA LVIN L.
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

DCEFLINLILIUN, IDENITIFICATLIUN/ A, LAenuiicauon i1esws—auenerdi,
Calcium(191), IDENTIFICATION/B., ASSAY/Procedure,
ASSAY/Content of Ascorbate, ASSAY/Content of Calcium,
ASSAY/Content of Calcium Ascorbate, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Chromatographic Identity, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying
(731), ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
ASSAY/Proceaure, PERFUKMANCLE |ES15/DISSOIUTION (/11),
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DLMLINLILIUN, IVECNTLITICATIVUN/AL, IVENTLITICALTLVUIN/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)

Christine Hiemer

Shankari Shivaprasad

Shankari Shivaprasad

Sandeep Putty

Peng Zhang

Christine Hiemer

Shankari Shivaprasad



New

Revision

Revision

Revision

Revision

Revision

New

Revision

CARBOPLATIN INJECTION PF 46(5) Pg. ONLINE

CARTEOLOL HYDROCHLORIDE PF 46(5) Pg. ONLINE

CARTEOLOL HYDROCHLORIDE OPHTHALMIC SOLUTION PF 46(5)
Pg. ONLINE

CEFPODOXIME PROXETIL PF 47(1) Pg. ONLINE
CEFPODOXIME PROXETIL FOR ORAL SUSPENSION PF 47(1) Pg.
ONLINE

CEFPODOXIME PROXETIL TABLETS PF 47(1) Pg. ONLINE

CETIRIZINE HYDROCHLORIDE CHEWABLE TABLETS PF 46(4) Pg.
ONLINE

CETYL PALMITATE PF 46(6) Pg. ONLINE

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

LULIN 1L 10M 11UV My DPSUU USLUPIL 1USHHIUTILAUUL €30 \ 477/,
Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191) Chemical Identification Tests, Chloride,
ASSAY/Procedure, IMPURITIES/Arsenic (211), Procedures, Method
II, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
LIDENITLIFICATIUN/A. 1NN layer cnromatograpny,
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
CHENMILICAL INFURKNMAITIUN, IDENITIFICATIUN/B. SDPECtroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities

IDENILIFICATLIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage
IDENILFICATLIUN/B., PERFURMANCE 1ES15/DISsolution (/11),
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ASSAY/Procedure, IMPURITIES/Organic Impurities

/L0 LINL AN, LL/LIN 1L LMLV May LULIN T L LM LI Uy

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINITION, IDENTIFICATION/B. Chromatographic Identity,
ASSAY/Content of Palmitic Acid, ASSAY/Procedure,
IMPURITIES/Limit of Fatty Alcohols, Fatty Acids, and Fatty esters,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Shankari Shivaprasad

SanthiKumar Saladi



New

Revision

New

Revision

Revision

New

CEVIMELINE HYDROCHLORIDE PF 47(4) Pg. ONLINE

CHOLINE CHLORIDE PF 47(1) Pg. ONLINE

CISPLATIN INJECTION PF 46(5) Pg. ONLINE

CLARITHROMYCIN TABLETS PF 46(2) Pg. ONLINE

CLOBETASOL PROPIONATE CREAM PF 47(2) Pg. ONLINE

CLOBETASOL PROPIONATE LOTION PF 47(2) Pg. ONLINE

r ri ar A S T AT ANy it A YA Ay AN AT A Ar Ay A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,

IDENTIFICATION/B., IDENTIFICATION/C. Identification

Tests—General (191), Chemical Identification Tests, Chloride,

ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water

Determination (921), Method I, Method Ic, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

DLCCLINLITIUN, IVENITLIFICALTLUN/ G, ADDAT/FIVULEUUIC,

ASSAY/Content of Choline, ASSAY/Content of Chloride,

ASSAY/Content of Choline Chloride, IMPURITIES/Limit of Total

Amines, IMPURITIES/Chromatographic Purity, IMPURITIES/Related

Compounds, ADDITIONAL REQUIREMENTS/USP Reference

Standards (11) Fatkhulla Tadjimukhamedov

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Particulate

Matter in Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC

TESTS/Sterility Tests (71), SPECIFIC TESTS/Other Requirements,

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
LIDENILFLILATLUN/B. SPECctroscopiC 1aenurication 1€ests (1Y/),

Infrared Spectroscopy, ASSAY/Procedure, PERFORMANCE

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

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

IVENTITICATIVUN/AL LT-eayer i UIIIOLUHI apiliic ueiiuicauvull rese

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

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial

Enumeration Tests (61) and Tests for Specified Microorganisms

(62), SPECIFIC TESTS/pH (791), ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Shankari Shivaprasad

LI LINLILUIN, LULIN L LCATLUIN/ AL, LULINTLL LCATLUIN/ D,

ASSAY/Procedure, IMPURITIES/Organic Impurities,

IMPURITIES/Analysis, PERFORMANCE TESTS/Minimum Fill (755),

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) Shankari Shivaprasad



New

New

Revision

Revision

Revision

New

CRANBERRY FRUIT JUICE DRY EXTRACT CAPSULES PF 47(3) Pg.

ONLINE

BLACK CUMIN SEED THYMOQUINONE OIL PF 46(5) Pg. ONLINE

DALFAMPRIDINE PF 46(6) Pg. ONLINE

DANAZOL PF 46(4) Pg. ONLINE

DANAZOL CAPSULES PF 46(4) Pg. ONLINE

DAPAGLIFLOZIN PROPANEDIOL PF 47(4) Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC Profile of Flavonoids,
STRENGTH/Content of Total Proanthocyanidins, PERFORMANCE
TESTS/Disintegration and Dissolution (2040), Disintegration,
PERFORMANCE TESTS/Weight Variation (2091),
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, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Thin-Layer Chromatography (202), IDENTIFICATION/B. HPTLC for
Articles of Botanical Origin (203), IDENTIFICATION/C. GC Profile of
Monoterpenes, IDENTIFICATION/D., COMPOSITION/Content of
Monoterpenes, SPECIFIC TESTS/Fats and Fixed Oils (401),
Procedures, Acid Value, Method I, SPECIFIC TESTS/Fats and Fixed
Oils (401), Procedures, Saponification Value, SPECIFIC TESTS/Fats
and Fixed Oils (401), Procedures, Unsaponifiable Matter, SPECIFIC
TESTS/Fats and Fixed Oils (401), Procedures, Iodine Value,
SPECIFIC TESTS/Fats and Fixed Oils (401), Procedures, Fatty Acid
Composition, SPECIFIC TESTS/Refractive Index (831), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DEFLINLILIUN, ADDATY/Froceaure, 1IMIFURLILEDS/LITIIL O pdliarmpriaimne
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)

CHEMICAL INFORMATION, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy: 197U,
ASSAY/Procedure, IMPURITIES/Organic Impurities, IMPURITIES,
SPECIFIC TESTS/Optical Rotation (781S), Specific Rotation,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDENITLIFICATIUN/A,, IDENITLIFICATIVUN/D., ADDAY/FProceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, OTHER
COMPONENTS/Content of Propanediol, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination (921), Method I,
Method Ic, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

Maria Monagas

Maria Monagas

Shankari Shivaprasad

Shankari Shivaprasad

Shankari Shivaprasad

Christine Hiemer



New

New

New

Revision

Revision

Omission

Revision

Revision

DARUNAVIR PF 47(4) Pg. ONLINE

DARUNAVIR TABLETS PF 47(4) Pg. ONLINE

DESOXIMETASONE TOPICAL SPRAY PF 46(4) Pg. ONLINE

DEXTRATES PF 47(1) Pg. ONLINE

DEXTROSE AND SODIUM CHLORIDE INJECTION PF 47(2) Pg.
ONLINE

DIPIVEFRIN HYDROCHLORIDE PF 46(6) Pg. ONLINE

DOBUTAMINE INJECTION PF 47(1) Pg. ONLINE

DOBUTAMINE IN DEXTROSE INJECTION PF 47(2) Pg. ONLINE

r ri ar A S T AT ANy it A YA Ay AN AT A Ar Ay A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities,
IMPURITIES/Content of Ethanol, SPECIFIC TESTS/Water
Determination (921), Method I, Method Ia, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LI LINLILUIN, LZLIN L LCATLUIN/ AL DPTULIUDLUPIL LUCTHILITILAUIULL 1 TDW

(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)

/Ll LINL ] J.Ul‘l, AL/LIN L oM J.UI‘I/I"\., /LN L ALY IJ.,
ASSAY/Procedure, OTHER COMPONENTS/Content of Isopropyl
Alcohol (2-Propanol), 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)
CHACIMILICAL INFURNMAITLIUN, DEFLINLITIUN, IDENTIFICATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Melting Range or Temperature (741),
ASSAY/Dextrose Equivalent, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IUVCINTLITICATLUIN/ D, DUUIULTT, LIVENTLITLICATLUIN/ Caaueriunicauuvni
Tests—General (191), Chemical Identification Tests,
Sodium(191)and Chloride, ASSAY/Dextrose, ASSAY/Sodium
Chloride, SPECIFIC TESTS/pH (791), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling

Entire document

IVENITIFICATIUN/A,, IDENITLIFICATLIUN/D., ADDATY/Froceuure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

IDENITLIFILATIUN/C., ASSAY/DODUTamMINE, LMPUKLILES/Urganic
Impurities, IMPURITIES/Limit of 5-Hydroxymethylfurfural,
SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Christine Hiemer

Christine Hiemer

Shankari Shivaprasad

SanthiKumar Saladi

Mary Koleck
Christine Hiemer

Christine Hiemer

Christine Hiemer



New

New

Revision

DONG QUAI ROOT PF 47(3) Pg. ONLINE

DONG QUAI ROOT POWDER PF 47(3) Pg. ONLINE

DOPAMINE HYDROCHLORIDE AND DEXTROSE INJECTION PF 47(4)
Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
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,
Volatile Oil Determination, 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)

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
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, Volatile Oil Determination, 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)

IVENTITICATIVUN/C., ADDAT/DUpalllllic nyulvLinvliue,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 5-
Hydroxymethylfurfural and Related Substances, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Cuiying Ma

Cuiying Ma

Christine Hiemer



Revision

New

New

Revision

Revision

New

DUTASTERIDE CAPSULES PF 46(5) Pg. ONLINE

DUTASTERIDE AND TAMSULOSIN HYDROCHLORIDE CAPSULES PF
46(5) Pg. ONLINE

EMTRICITABINE PF 46(3) Pg. ONLINE

ENALAPRIL MALEATE AND HYDROCHLOROTHIAZIDE TABLETS PF

46(2) Pg. ONLINE

ENSULIZOLE PF 46(5) Pg. ONLINE

ERLOTINIB TABLETS PF 46(2) Pg. ONLINE

/LI LINLILUIN, LULIN L LCATLIVIN/ ALy LULINTLL LCATLUIN/ Dy,

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)

IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Procedure 1:
Dutasteride, ASSAY/Procedure 2: Tamsulosin Hydrochloride, OTHER
COMPONENTS/Content of Butylated Hydroxytoluene (if present in
the product), PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, Procedure 1: Dutasteride,
IMPURITIES/Organic Impurities, Procedure 2: Tamsulosin
Hydrochloride, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

LU 1IN DI U, DL LIV AU, 1L L 4O 3O A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities,
IMPURITIES/Enantiomeric and Diastereomeric Purity, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LVENITIFICATIVUN/AL, IVENTIFICATIVUN/D., ADDAT/Clialapilil
Maleate, ASSAY/Hydrochlorothiazide, 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)
LIDENITIFICATIUN/A. SDPECtroscopic raenurication 1€sts (197/),
Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
ASSAY/Procedure

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

e e m it m— ey e e m e ai ey —

Shankari Shivaprasad

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer



New

New

New

Revision

Revision

Revision

ERLOTINIB HYDROCHLORIDE PF 46(2) Pg. ONLINE

ESOMEPRAZOLE SODIUM PF 47(3) Pg. ONLINE

ESOMEPRAZOLE SODIUM FOR INJECTION PF 47(3) Pg. ONLINE

FLUOROURACIL INJECTION PF 47(3) Pg. ONLINE

FLUOXETINE CAPSULES PF 46(5) Pg. ONLINE

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

r ri ar A S T AT ANy it A YA Ay AN AT A Ar Ay A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,

IDENTIFICATION/B., IDENTIFICATION/C. Identification

Tests—General (191), Chemical Identification Tests, Chloride,

ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water

Determination (921), Method I, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

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
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, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

I/LIN LI LCATLIUVIN/ D OPTULIUDLUPIL LUCTHILINILauUIuIl 1©OW (L1277,

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) Christine Hiemer
IDENITIFICATIUN/B., ASDAY/Proceaure, FPERFURNMANCE

TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/Packaging

and Storage, ADDITIONAL REQUIREMENTS/USP Reference

Standards (11), IMPURITIES/Organic Impurities Shankari Shivaprasad
LVIFURL I LEDS/Urgdnic Lmpuriues, IVENITLIFICATIUN/A. DPEeCLroscopic

Identification Tests (197), Infrared Spectroscopy,

IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Shankari Shivaprasad



IDUENTIFICATIUN/A. DPECLTUSCUpPIC LUEruUlcauoll 1esws (1vy/),
Infrared Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision =~ FLUOXETINE ORAL SOLUTION PF 46(5) Pg. ONLINE (11), IMPURITIES/Organic Impurities Shankari Shivaprasad
IDUENTIFICATIUN/A, DPECLrOsSCopIC LUETuUucduorn 1esws (1v7/),
Infrared Spectroscopy, IDENTIFICATION/A., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11),
Revision = FLUOXETINE TABLETS PF 46(5) Pg. ONLINE IMPURITIES/Organic Impurities Shankari Shivaprasad
LIDENILFLLATLUN/A. SPECTroscopic 1aenurication 1ests (1Y/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision  FLUOXETINE HYDROCHLORIDE PF 46(5) Pg. ONLINE (11), IMPURITIES/Residue on Ignition (281) Shankari Shivaprasad

/L1 LINL I AUIN, LIV T LT LM AV M DPEUL USLUPIL LUCTILTILULIVET 1 CIWD

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities: Early-Eluting Impurities,
IMPURITIES/Organic Impurities: Late-Eluting Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
New FOSAMPRENAVIR CALCIUM TABLETS PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

/LI LINLTLVUIN, 1ULIN L 1CMT LIV AL JPTSUL UDLUPIL LUCTTIUTILdUUIL 1T

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Particulate Matter in Injections (788),
SPECIFIC TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New FULVESTRANT INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Particulate
Matter in Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Sterility tests (71), SPECIFIC TESTS/Other Requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
New GEMCITABINE INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
DEFLNLILIUN, IDENILIFICATLIUN/A., ADDLIIUNAL
REQUIREMENTS/USP Reference Standards (11), ASSAY/Reducing
Revision  LIQUID GLUCOSE PF 47(1) Pg. ONLINE Sugars (Dextrose Equivalent) SanthiKumar Saladi
DEFLNLILIUN, SPECLFIC 1ES1S/0UptIcal Rotation (/815), Proceaures,
Specific Rotation, SPECIFIC TESTS/Water Determination (921),
Revision  L-ALPHA-GLYCERYLPHOSPHORYLCHOLINE PF 47(3) Pg. ONLINE Method I, Method 1a, ASSAY/Procedure Fatkhulla Tadjimukhamedov



IDENTIFICATION/Chromatography (621), General Procedures, Thin-
Layer Chromatography, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, OTHER COMPONENTS/Content of Benzyl Alcohol
(if present), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Particulate Matter in Injections (788),
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ~ GLYCOPYRROLATE INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(197), Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH (791), SPECIFIC TESTS/Particulate Matter in Injections
(788), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Osmolality and Osmolarity (785), Osmolality, SPECIFIC
TESTS/Sterility Tests (71), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
New IBANDRONATE SODIUM INJECTION PF 46(4) Pg. ONLINE Standards (11), FOOTNOTES Christine Hiemer

/L1 LINLILUIN, LZLIN L LCA T LUIN/ A DPTULIUDLUPIL LUCTHILTILAUIVLEL 1 TIW

(197), Ultraviolet-Visible 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
New IBANDRONATE SODIUM TABLETS PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11), FOOTNOTES Christine Hiemer

Omission SODIUM IODIDE I 123 SOLUTION PF 46(3) Pg. ONLINE Entire document Shankari Shivaprasad
IDUENITIFICATLIUN/D. DPECLIOsSCopIC LUErnuicauorn 1esws (1v7),
Ultraviolet-Visible Spectroscopy, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
Revision  ISONIAZID TABLETS PF 46(2) Pg. ONLINE REQUIREMENTS/Packaging and Storage Christine Hiemer
LDENTLFILATLIUN/A. SPECTroscopic 1denurication 1ests (1Y/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Limit of
Nitrate, IMPURITIES/Organic Impurities, ADDITIONAL
Revision  DILUTED ISOSORBIDE MONONITRATE PF 47(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

IVENTITICATIUN/ A, THHNELayel Ciinuliialuoyiapiic wuciiunicacvll 1est
(201), ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Limit of Nitrate, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision  ISOSORBIDE MONONITRATE TABLETS PF 47(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer



Revision

Revision

Revision

New

Revision

Revision

Revision

Revision

Revision

ANHYDROUS LACTOSE PF 46(5) Pg. ONLINE

LACTOSE MONOHYDRATE PF 46(5) Pg. ONLINE

LIDOCAINE HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE

LINEZOLID TABLETS PF 46(3) Pg. ONLINE

CONJUGATED LINOLEIC ACIDS-FREE FATTY ACIDS PF 47(3) Pg.

ONLINE

MALTODEXTRIN PF 46(6) Pg. ONLINE

MECLOFENAMATE SODIUM PF 46(4) Pg. ONLINE

METHADONE HYDROCHLORIDE TABLETS PF 47(4) Pg. ONLINE
METHYLENE BLUE PF 47(2) Pg. ONLINE

LULIN LI LCATLVIN/ UL 1T LAy Sl Clilviidauuyi apliic tuciiuiivauuvll 1 oL

(201), OTHER COMPONENTS/#¢ Content of Alpha and Beta Anomers,

SPECIFIC TESTS/Microbial Enumeration Tests (61) , Tests for

Specified Microorganisms (62), and #Microbiological Examination of

Nonsterile Products—Tests for Burkholderia Cepacia Complex (60)¢,

SPECIFIC TESTS/#¢ Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/¢Labeling Jenny Liu

LI LNLITLIUIN, LVLIN L LCATLIUIN/ L. L eaycl winuliniawuyiapine

Identification Test (201), SPECIFIC TESTS/Microbial Enumeration

Tests (61) , Tests for Specified Microorganisms (62),4 and

#Microbiological Examination of Nonsterile Products—Tests for

Burkholderia Cepacia Complex (60)¢, SPECIFIC TESTS/¢ Bacterial

Endotoxins Test (85), SPECIFIC TESTS/Loss on Drying (731),

ADDITIONAL REQUIREMENTS/¢Labeling Jenny Liu

IDENTIFICATION/Spectroscopic Identification Tests (197), Infrared

Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Sterility Tests (71), SPECIFIC TESTS/Bacterial Endotoxins

Test (85), ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

LI LINLILUIN, LULIN L LCATLUVIN/ ALy LULINTLL LCATLUIN/ Dy,

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) Christine Hiemer
DEFLNLILIUN, LMPUKLILES/LIMIT OT Benzola|pyrene, SPECLFLL

TESTS/Fats and Fixed Oils, (401), Procedures, Fatty Acid

Composition Sandeep Putty
IDENIIFICATLON/A. ldentity by Dextrose Equivalent, ADD1IIONAL
REQUIREMENTS/Packaging and Storage SanthiKumar Saladi

CMACIMILICAL INCURPNIATIUN, IVENITIFICATLIVIN/ D, DpeLLusLtupic

Identification Tests (197), Ultraviolet-Visible Spectroscopy,

IDENTIFICATION/C. Spectroscopic Identification Tests (197),

Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Limit of Copper,

IMPURITIES/Organic Impurities Christine Hiemer
IDENITIFICATIUN/A. ITNIN-Layer Lnromatograpnic raenurication 1est

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

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

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer

IMPURITIES/Arsenic, IMPURITIES/Copper or Zinc Christine Hiemer
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Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711) Procedure, Apparatus 1
and Apparatus 2, Immediate-release dosage forms, Procedure for a
pooled sample for immediate release dosage forms,
IMPURITIES/Organic Impurities, ADDITIONAL
METHYLPHENIDATE HYDROCHLORIDE TABLETS PF 46(4) Pg. REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision  ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad
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ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE
TESTS/Uniformity of Dosage Units (905), SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Particulate Matter in Injections (788),
Method 1 Light Obscuration Particle Count Test, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Constituted Solution, SPECIFIC
TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New MICAFUNGIN FOR INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Optical Rotation
(781S), Procedures, Specific Rotation, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia, SPECIFIC
TESTS/pH (791), ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
New MICAFUNGIN SODIUM PF 46(5) Pg. ONLINE (11) Christine Hiemer
LIDENILFILATLUN/B., ASSAY/Proceaure, LIMPUKLILES/Urganic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL
Revision  NAFCILLIN INJECTION PF 47(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

IVENTITICATIVUN/AL, IVENTLITICATIVUIN/D., ADDAT/FIuLCuulc,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Sterility Tests (71),
SPECIFIC TESTS/Water Determination (921), Method I,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision  NAFCILLIN FOR INJECTION PF 46(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
CHENMLLAL INFURKMALUN, ASSAY/Proceaure, LMPUKLILES/Urganic
Impurities, IMPURITIES/Limit of Amoxicillin Related Compound A (6-
Aminopenicillanic acid), ADDITIONAL REQUIREMENTS/USP
Revision  NAFCILLIN SODIUM PF 46(2) Pg. ONLINE Reference Standards (11) Christine Hiemer



Revision

Revision

Revision

New

Revision

Revision

Revision

NAPROXEN PF 47(4) Pg. ONLINE

NAPROXEN SODIUM PF 47(4) Pg. ONLINE

NORTRIPTYLINE HYDROCHLORIDE ORAL SOLUTION PF 46(4) Pg.
ONLINE

OLMESARTAN MEDOXOMIL AND HYDROCHLOROTHIAZIDE TABLETS
PF 46(3) Pg. ONLINE

OXACILLIN FOR INJECTION PF 46(2) Pg. ONLINE

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

OXYBUTYNIN CHLORIDE TABLETS PF 47(1) Pg. ONLINE
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(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)
DEFLNLILIUN, IDENITIFICAITIUN/A., IDENITLIFICATLIUN/C,,
ASSAY/Procedure, OTHER COMPONENTS/Alcohol Determination
(611), Procedures, Method II (if present), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
11
fJI_I)J.I‘IJ. TAVIN, LN L DO TLIVIN/ AL, LN L ICA T LIVIN 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)
IDENITLIFICATIUN/A., IDENITLIFICATIVUN/D., ADDAY/Froceaure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests
(71), SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Christine Hiemer

Christine Hiemer

Christine Hiemer

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 Christine Hiemer

IDENTIFICATION/Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

Shankari Shivaprasad



IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
IMPURITIES, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision ~OXYCODONE HYDROCHLORIDE TABLETS PF 47(3) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
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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
New PALONOSETRON INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
DEFINLIIUN, ADSAY/Proceaure, 1IVMIPUKLILES/LIMIT OT BEta Alanine,
SPECIFIC TESTS/Particulate Matter in Injections (788), SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
Revision =~ PAMIDRONATE DISODIUM FOR INJECTION PF 47(4) Pg. ONLINE REQUIREMENTS/USP Reference standards (11) Christine Hiemer

LVENTIFICATIUN/A. T Layer ciiuliiawoyiapliy,
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
Revision  PIROXICAM CAPSULES PF 47(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
IDENILFICATLIUN/F. Lhromatograpnic ldentity, ASSAY/Proceaure,
IMPURITIES/Limit of Nickel, ADDITIONAL REQUIREMENTS/USP
Revision HYDROGENATED POLYDEXTROSE PF 46(6) Pg. ONLINE Reference Standards (11) Devendra Vasant Chavan
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(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

POLYETHYLENE GLYCOL 3350 FOR ORAL SOLUTION PF 47(3) Pg. REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New ONLINE Reference Standards (11) Christine Hiemer

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Ellagitannins, CONTAMINANTS/Botanical Extracts (565),
Preparations, General Pharmacopeial Requirements, Pesticide
Residues, 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/Loss on Drying (731),
SPECIFIC TESTS/Botanical Extracts (565), Preparations, General
Pharmacopeial Requirements, Residual Solvents, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New POMEGRANATE FRUIT DRY EXTRACT PF 46(3) Pg. ONLINE Reference Standards (11) Maria Monagas



Revision

Revision

Revision

Revision

Revision

Revision

New

Revision

Revision

POTASSIUM ALGINATE PF 47(4) Pg. ONLINE

PRASUGREL HYDROCHLORIDE PF 47(3) Pg. ONLINE

PROCARBAZINE HYDROCHLORIDE PF 46(4) Pg. ONLINE

QUINAPRIL AND HYDROCHLOROTHIAZIDE TABLETS PF 46(3) Pg.

ONLINE

RIFAMPIN PF 46(4) Pg. ONLINE

RIFAMPIN CAPSULES PF 46(4) Pg. ONLINE

RIVAROXABAN TABLETS PF 46(3) Pg. ONLINE

ROSUVASTATIN CALCIUM PF 47(4) Pg. ONLINE

ROSUVASTATIN TABLETS PF 47(4) Pg. ONLINE

IMPURLILES/Arsenic (211), Procedures, Method 11,
IMPURITIES/Lead (251), IMPURITIES/Limit of Lead and Arsenic

CHEMICAL INFORMATION, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic
Impurities, Procedure 2, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Water Determination (921), Method I,Method Ia or Method
Ic, ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
CHEMILAL INFURMATLUN, DEFLNLILUN, ASSAY/Froceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENTLIFICATLIUN/B., ASSAY/Proceadure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LIDENITLIFICATLIUN/A.SPECTroscopic raenurication 1ests (19/),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LULIN LI LCATLIVIN/ AL L HIIHITLaycer cinviiiawvyiapiiy,

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), PERFORMANCE
TESTS/Uniformity of Dosage Units (905), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DLCMLINLIIVUN, IVENTLITICATIVUN/AL, IVENTLITICALTLIVUN/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)

CMCIMILCAL INCURINATIUN, EFINLITLIUN, IVENTLIFLICATLIVUIN/ AL
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)

DEFLINLILIUN, IDENITLIFICATIUN/A., ADDAY/PIOCeaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

Devendra Vasant Chavan

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer



Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
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 2, 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

New SICHUAN LOVAGE RHIZOME PF 47(2) Pg. ONLINE Reference Standards (11) Cuiying Ma
DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
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, Alcohol-Soluble Extractives, Method 1,
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Water-Soluble Extractives, Method 2, 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 1I, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL

New SICHUAN LOVAGE RHIZOME POWDER PF 47(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Cuiying Ma



DUCFLINLILIUN, IDENITIFICATLIUN/ A, LUEernuUncduorn 1esws—aernerdl
(191), Chemical Identification Tests, Silver, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC TESTS/Clarity
and Color of Solution, SPECIFIC TESTS/Copper, ADDITIONAL
Revision  SILVER NITRATE PF 47(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,
SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for
Specified Organisms (62), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
New SIROLIMUS PF 47(1) Pg. ONLINE Standards (11) Christine Hiemer
ASSAY/AIGINAtes, ASSAY/Proceaure, LMPUKLILES/AFSENIC (Z11),
Procedures, Method II, IMPURITIES/Lead (251), IMPURITIES/Limit
Revision  SODIUM ALGINATE PF 47(4) Pg. ONLINE of Lead and Arsenic Devendra Vasant Chavan
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IMPURITIES/Limit of Aluminum, Iron, and Selenium,
IMPURITIES/Limit of Sodium Nitrate, IMPURITIES/Limit of Calcium
and Potassium, IMPURITIES/Limit of Carbonate, IMPURITIES/Total
Non-Purgeable Organic Content, IMPURITIES/Limit of Sulfate,
IMPURITIES/Limit of Chloride, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Insoluble Matter, ADDITIONAL REQUIREMENTS/USP
Revision = SODIUM NITRITE PF 46(5) Pg. ONLINE Reference Standards (11) Christine Hiemer
IDUENITIFICATIUN/C,, ADDAY/Froceaure, LIMIFURKLILED/LIMIL O1
Sodium Nitrate, IMPURITIES/Limit of Nitrogen Oxide (NOx) Related
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ~ SODIUM NITRITE INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

Identification of Phospholipids by Thin-Layer Chromatography,
IDENTIFICATION/B. Identity by Fatty Acid Composition,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Free fatty acids and Triglycerides by Thin-layer
Chromatography, SPECIFIC TESTS/Peroxide Value, SPECIFIC
TESTS/Total Phosphorus Content, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New SOYBEAN PHOSPHATIDYLCHOLINE PF 46(6) Pg. ONLINE Reference Standards (11), FOOTNOTES Peng Zhang



Revision

New

New

Revision

Revision

Revision

Revision

New

SULBACTAM SODIUM PF 47(4) Pg. ONLINE

SUNITINIB MALATE PF 46(4) Pg. ONLINE

TIAGABINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

TIMOLOL MALEATE OPHTHALMIC SOLUTION PF 47(4) Pg. ONLINE

TOLMETIN SODIUM PF 46(5) Pg. ONLINE

TRIAZOLAM TABLETS PF 47(4) Pg. ONLINE

TRIETHYL CITRATE PF 46(6) Pg. ONLINE

TRIMIPRAMINE CAPSULES PF 46(3) Pg. ONLINE
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Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C.Identification
Tests—General (191), Chemical Identification Tests, Sodium,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Sterility Tests (71),
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

HILITILCAL LN UNITITATLIUIN, LT LINLTLIVIN, LULIN L LCATLIUVIN/ A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LCTLINLILIVUIN, IVECINTLITICATLIVIN/AL, LIVENTLITICATLUIN/ 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)
LDENTLFICATIUN/A., IDENITLFICATIUN/A,, LUENITLFICATIUN/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and storage, ADDITIONAL
REQUIREMENTS/USP Reference standards (11)

CACIMILICAL INFURNMAITLIUN, IDENITIFICATIUN/A. DpecLroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy: 197U, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities
IDENITLIFICATIUN/A., IDENITLIFILATIUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), PERFORMANCE
TESTS/Uniformity of Dosage Units (905), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage
DEFINLILIUN, IDENITLIFICATLIUN/D. LNromduoygrapnic raeritiy,

ASSAY/Procedure, ASSAY, IMPURITIES/Organic Impurities,

SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Refractive

Index (831), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

DLCMLINLILIUIN, IVENITLITICATIVUN/AL, IVENITLIFICALTLUN/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)

Christine Hiemer

Christine Hiemer

Shankari Shivaprasad

Christine Hiemer

Christine Hiemer

Shankari Shivaprasad

Galina Holloway

Shankari Shivaprasad



LCTLINLILIVUIN, IVECINTLITICATLIVIN/AL, LIVENTLITICATLUIN/ D,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New ULIPRISTAL ACETATE TABLETS PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad
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Identification Tests, Chloride, ASSAY/Procedure, IMPURITIES/Limit
of Palladium (if present), IMPURITIES/Organic Impurities,
Procedure 1 (for related compounds E, F, and G),
IMPURITIES/Organic Impurities, Procedure 2, IMPURITIES/Organic
Impurities, Procedure 3, ADDITIONAL REQUIREMENTS/USP
Revision = VALACYCLOVIR HYDROCHLORIDE PF 47(3) Pg. ONLINE Reference Standards (11) Christine Hiemer
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Ultraviolet-Visible Spectroscopy, IDENTIFICATION/C. Identification
Tests—-General (191), Chloride, ASSAY/Procedure,
IMPURITIES/Residue on Ignition (281), IMPURITIES/Limit of
Isopropyl Alcohol, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Ganciclovir Mono-N-methyl Valinate,
IMPURITIES/Enantiomeric Purity of Valganciclovir, SPECIFIC
TESTS/Diastereomer Ratio, SPECIFIC TESTS/Water Determination
(921), Method I, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision  VALGANCICLOVIR HYDROCHLORIDE PF 47(4) Pg. ONLINE (11) Christine Hiemer
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ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/e pH
(791), SPECIFIC TESTS/Water Determination (921), Method I,
SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for
Specified Microorganisms (62), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New VALGANCICLOVIR FOR ORAL SOLUTION PF 47(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
DCrLINLILIUN, ADDAT/FIoceuure, Srculric 1coi15/pn (/791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
New VALINE COMPOUNDED ORAL SOLUTION PF 46(3) Pg. ONLINE Reference Standards (11) Brian Serumaga
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ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Water Determination (921), Method I,
Method Ic, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Sterility Tests (71), SPECIFIC TESTS/Constituted
Solution, SPECIFIC TESTS/Particulate Matter in Injections (788),
SPECIFIC TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packing and Storage, ADDITIONAL
New VECURONIUM BROMIDE FOR INJECTION PF 46(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad



Revision

ZINC CHLORIDE PF 46(6) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.

Identification Tests—General (191), Chemical Identification Tests,

Zinc, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Limit of

Ammonium Salts, IMPURITIES/Alkalies and Alkaline Earths,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer



