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{Coating Agent} Methyl Acrylate, Methyl Methacrylate and Methacrylic Acid (7:3:1)
Copolymer 280000 Dispersion, {Diluent} Methyl Acrylate, Methyl Methacrylate and
Methacrylic Acid (7:3:1) Copolymer 280000 Dispersion, {Film-Forming Agent} Methyl
Acrylate, Methyl Methacrylate and Methacrylic Acid (7:3:1) Copolymer 280000
Dispersion, {Wet Binder} Methyl Acrylate, Methyl Methacrylate and Methacrylic Acid

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 45(5) Pg. ONLINE (7:3:1) Copolymer 280000 Dispersion

Epinastine Hydrochloride, M/Methyl Acrylate, Methyl Methacrylate and Methacrylic Acid
DESCRIPTION AND SOLUBILITY PF 43(2) Pg. ONLINE (7:3:1) Copolymer 280000 Dispersion

Opening Section/Method III. Automatic Suspended-Level (or Ubbelohde-Type)
<911> VISCOSITY - CAPILLARY METHODS PF 45(5) Pg. ONLINE Capillary Viscometer

IDENILFICATLION/B. Inin-Layer Chromatographic ldentirication |est (2Ul),
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic

ACETAMINOPHEN CAPSULES PF 45(3) Pg. ONLINE Impurities
IDENTIFICATION/Thin-Layer Chromatographic ldentification Test <201>,
ACETAMINOPHEN ORAL SOLUTION PF 44(4) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Limit of c-c Dimer

IDENTIFICATION/A., IDENTIFICATION/Identification Tests-General, Sulfate <191>,
ASSAY/Procedure, PERFORMANCE TESTS/, Procedure, Apparatus 1 and Apparatus 2,
Immediate-Release Dosage Forms, Procedure for a pooled sample,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Albuterol Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Albuterol Related Compound E
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Levalbuterol
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Levalbuterol Related Compound D RS, ADDITIONAL REQUIREMENTS/USP
ALBUTEROL TABLETS PF 44(4) Pg. ONLINE Reference Standards <11>/USP Levalbuterol Related Compound H RS

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,

PERFORMANCE TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of Dosage
AMLODIPINE, OLMESARTAN MEDOXOMIL, AND HYDROCHLOROTHIAZIDE TABLETS PF  Units (905):, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging
45(3) Pg. ONLINE and Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B.,
IMPURITIES/Organic Impurities, IMPURITIES/Related Compounds, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP L-Citrulline RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Glutamic Acid RS, ADDITIONAL
ARGININE PF 44(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards <11>/USP L-Ornithine Hydrochloride RS

IDENTIFICATION/B., IMPURITIES/Chromatographic Purity, IMPURITIES/Related

Compounds, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP L-

Citrulline RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Glutamic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
ARGININE HYDROCHLORIDE PF 44(5) Pg. ONLINE L-Ornithine Hydrochloride RS

IMPURLILES/LIMIT OT BUPropion Kelated Lompound G, AUDLILUNAL

REQUIREMENTS/USP Reference Standards <11>/USP Bupropion Related Compound G
BUPROPION HYDROCHLORIDE PF 44(4) Pg. ONLINE RS

Scientific Liaison
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BUPROPION HYDROCHLORIDE TABLETS PF 44(4) Pg. ONLINE

CHLORDIAZEPOXIDE PF 44(5) Pg. ONLINE

CHLORDIAZEPOXIDE HYDROCHLORIDE PF 44(5) Pg. ONLINE

CHLOROQUINE PHOSPHATE TABLETS PF 46(1) Pg. ONLINE

CLINDAMYCIN PALMITATE HYDROCHLORIDE PF 45(5) Pg. ONLINE
ETHYLENEDIAMINE PF 46(2) Pg. ONLINE

HARD GELATIN CAPSULE SHELL PF 46(2) Pg. ONLINE
HALCINONIDE TOPICAL SOLUTION PF 46(2) Pg. ONLINE

HARD HYPROMELLOSE CAPSULE SHELL PF 44(5) Pg. ONLINE
ISOBUTANE PF 46(2) Pg. ONLINE

LMIFURLILIED/WIydilL LITIPUTNiues, AVULITIVUNAL KREQUIREMEN 1D/ UDF RElerence

Standards <11>/USP Bupropion Related Compound A RS, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11>/USP Bupropion Related Compound B

RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 3-

Chlorobenzoic Acid RS Heather Joyce

LULIN LM LA 1 LU LT AEEU AUSUIPUUTT ~ 177~ LULIN TLELCA T IUIN
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP 2-Amino-5-chlorobenzophenone RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Chlordiazepoxide Related

Compound A RS Heather Joyce

IDENTIFICATION/Infrared Absorption <197K>, IDENTIFICATION/C.,

IDENTIFICATION/C. Identification Tests-General <191>, Chloride, ASSAY/Procedure,

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature,

Class I <741>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Bacterial

Endotoxins Test <85>, SPECIFIC TESTS/Other Requirements, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,

ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 2-Amino-5-

chlorobenzophenone RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

<11>/USP Chlordiazepoxide Related Compound A RS Heather Joyce
IVENITIFICATIUN/B., IVDENILIFICATIUN/B., ADDAY/Proceaure, PERFUKIMANCE

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

REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference

Standards (11) Shankari Shivaprasad
IDUENITLIFICATLIUN/A. SPECtroscopic taenurication 1€ests (19Y/), Lnrrarea Spectroscopy:

197M or 197A, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic

Impurities, IMPURITIES/Limit of Clindamycin 2,3-Dipalmitate, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Morgan Puderbaugh

Entire document Behnaz Almasi

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/Spectrophotometric Identification

Tests (197), Infrared Spectroscopy, IDENTIFICATION/B., SPECIFIC TESTS/Loss on

Drying (731), SPECIFIC TESTS/Disintegration (701), SPECIFIC TESTS/Microbial

Enumeration Tests (61) and Tests for Specified Microorganisms (62), ADDITIONAL

REQUIREMENTS/Packaging and Storage, DEFINITION/Introduction, SPECIFIC

TESTS/Loss on Drying <731> Margareth Marques
Entire document Wei Yang
UCCLNLTIUN/ LU OUUCLIVI, IVENTIFLICATIVUN/A,, DFCCLlIC 1TED1D/LUSS Ul viyilly

<731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, DEFINITION,

IDENTIFICATION/B., SPECIFIC TESTS/Loss on Drying (731), SPECIFIC

TESTS/Disintegration (701), SPECIFIC TESTS/Microbial Enumeration Tests (61) and

Tests for Specified Microorganisms (62) Margareth Marques

Entire document Gerald Hsu



New

Revision

New

Omission

New

MEMANTINE HYDROCHLORIDE ORAL SOLUTION PF 44(5) Pg. ONLINE

METHYL ACRYLATE, METHYL METHACRYLATE AND METHACRYLIC ACID (7 TO 3 TO 1)
COPOLYMER 280000 DISPERSION PF 45(5) Pg. ONLINE

METHYLPREDNISOLONE SODIUM SUCCINATE FOR INJECTION PF 44(4) Pg. ONLINE

NITAZOXANIDE PF 44(4) Pg. ONLINE
POTASSIUM PERCHLORATE PF 44(6) Pg. ONLINE

PREGABALIN CAPSULES PF 44(5) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Deliverable Volume <698>,
IMPURITIES/Limit of Memantine Related Compound F, IMPURITIES/Organic Impurities,
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>/USP
Amantadine Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Memantine Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Memantine Related Compound E RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Memantine Related Compound F
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Memantine
Related Compound G RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Memantine Related Compound H RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Memantine Related Compound I RS

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy: 197F, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition (281), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Coagulum Content, SPECIFIC TESTS/Loss on Drying
(731), SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Microbial Enumeration Tests (61)
and Tests for Specified Microorganisms (62), SPECIFIC TESTS/Viscosity—Capillary
Methods (911), Method III, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

IDENTIFICATION/Infrared Absorption, IDENTIFICATION/B., ASSAY/Procedure, OTHER
COMPONENTS/Free Methylprednisolone, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fluorometholone RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Methylprednisolone Hemisuccinate Related Compound
B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Methylprednisolone Hemisuccinate Related Compound D RS

Title, Chemical Info/Chemical Structure, Chemical Info/C12H9N305S, Chemical
Info/307.28, Chemical Info/2-(Acetyloxy)-N-(5-nitro-2-thiazolyl) benzamide;,
Chemical Info/N-(5-Nitrothiazol-2-yl)salicylamide acetate ester, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Loss on Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Aspirin RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nitazoxanide RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nitazoxanide
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Nitazoxanide Related Compound B RS

Entire document

Title, DEFINITION/Introduction, IDENTIFICATION/A. Spectrophotometric Identification
Tests <197>, Infrared Absorption, IDENTIFICATION/B., 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/USP Reference
Standards <11>/USP Pregabalin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Pregabalin Related Compound C RS
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PSEUDOEPHEDRINE HYDROCHLORIDE PF 44(4) Pg. ONLINE

PSEUDOEPHEDRINE HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF 44(4) Pg.

ONLINE

REPAGLINIDE AND METFORMIN HYDROCHLORIDE TABLETS PF 44(5) Pg. ONLINE

ROPIVACAINE HYDROCHLORIDE PF 44(4) Pg. ONLINE

TIZANIDINE CAPSULES PF 44(4) Pg. ONLINE

TRIAMCINOLONE ACETONIDE CREAM PF 44(5) Pg. ONLINE

TRIAMCINOLONE ACETONIDE DENTAL PASTE PF 44(5) Pg. ONLINE
TRIFLUPROMAZINE PF 45(6) Pg. ONLINE

Lnemical L1nto/Lnemical Name (1>5,45)-Z-(Metnylamino)-1-pnenyipropan-1-ol,
IDENTIFICATION/A. Infrared Absorption <197K><197>, IDENTIFICATION/C.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or

Temperature <741>, Class I Clydewyn Anthony
IDENTIFICATION/Infrared Absorption <197K>, ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution <711>, IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP Ephedrine Sulfate RS Yanyin Yang

Title, DEFINITION/Introduction, IDENTIFICATION/A. Repaglinide, IDENTIFICATION/B.
Repaglinide, IDENTIFICATION/C. Metformin Hydrochloride, IDENTIFICATION/D.
Metformin Hydrochloride, ASSAY/Procedure 1: Repaglinide, ASSAY/Procedure 2:
Metformin Hydrochloride, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, Procedure
1: Repaglinide, IMPURITIES/Organic Impurities, Procedure 2: Metformin
Hydrochloride, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Metformin Hydrochloride RS,

ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Repaglinide RS Behnaz Almasi

DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic Impurities,
Procedure 2: Limit of Ropivacaine Related Compound A, IMPURITIES/Enantiomeric
Purity, SPECIFIC TESTS/Color, SPECIFIC TESTS/Clarity, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Ropivacaine Related Compound
A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ropivacaine

Related Compound B RS Ren-Hwa Yeh

Title, DEFINITION/Introduction, 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>/USP Tizanidine Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Tizanidine Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Tizanidine Related Compound C RS Nicholas Garito Jr.

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>/USP Triamcinolone
Acetonide Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP Triamcinolone Acetonide Related Compound C RS Ren-Hwa Yeh

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>/USP Triamcinolone
Acetonide Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP Triamcinolone Acetonide Related Compound C RS Ren-Hwa Yeh

Entire document Nicholas Garito Jr.



