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Admissions

New Monographs Appearing in This Supplement

USP 23 =

Capsules Containing at Least Three of the Following—
Acetaminophen and Salts of Chlorpheniramine,
Dexturomethorphan, and Phenyipropanotamine

Oral Solution Containing at Least Three of the Following—
Acetaminophen and Salts of Chlorpheniramine.
Dextromethorphan. and Phenylpropanolamine

Capsuies Containing at Least Three of the Following—
Acexammnphcn and Salts of Chiorpheniramine,

Dexrromethorphan, and Pseudoephedrine

QOral Powder Containing at Least Three of the Following—
Acetaminophen and Salts of Chlorpheniramine,
Dextro and hedrine

methorphan,

Oral Solution Containing at Least Three of the Following—
Acetaminophen and Salts of Chlorphenmmmc.
Dextromethorphan, and Pseudoephedrine

Tablets Containing at Least Three of the Following—
gexeetmnnophen and Saits of Chlohrz‘i‘lnmmmme,

tromethorphan, and Psmdo:f

Acetaminophen. Dextromethorphan Hydrobromide, Doxylamine
Succinate, and Pseudoephedrine Hydrochloride Oral
Solution

Acetaminophen, Diphenhydramine Hydrochloride, and
Pseudoephedrine Hydrochlonde Tablets

Acyclovir Capsules

Acyclovir for Injection

Acyclovir Oral Suspension

Acyclovir Tablets

Albendazole Tablets

Altretamine

Altretamine Capsules

Astemizole

Astemizole Tablets

Calcium and Magnesium Carbonates Oral Suspension

Chloramphenicol Sodium Succinate

Chloramphenicol Sodium Succinate for Injection

Chlorpheniramine Maleate and Pseudoephcdrine Hydrochloride
Oral Solution

Cholecalciferol Solution

Clindamycin Injection

Clindamyein for Injection

Cocaine and Tetracaine Hydrochlorides and Epinephrine
Topical Solution

Colistimethate Sodium

Colistimethate for Injection

Cytarabine for Injection

I\'F' T “mne A al
Orai Solution

Dihydrostreptomycin Injection

and Pseudoephedrine Suifate

Dihydroxyacetone
Floxuridine for Injection
icin [njection
Hydralazine Hydrochlonde Oral Soluuon
Ifosfanmide for [njection
Indocyanine Green for Injection
Indomethacin for Injection
[oxalan
lToxilan Injection
Kanamycin Injection
Levocamitine Injection
Lincomycin [mjection
Magnesium Carbonate and Citnc Acid for Oral Solution
Magnesium Citrate for Oral Solution
Methicillin Sodium
Methicillin for Injection
Meziocillin Sodium
Mezlocillin for Injection
Minocycline for [njection
Minoxidil Topical Solution
Naltrexone Hydrochlonde
Naltrexone Hydrochlonde Tablets
Narasin Granular
Narasin Premix
Oxaciilin Injection
8xacillin io:i mj?w?:' )
X cline for Injection
Penyx‘;ullx‘:yG Sodium
Phenyipropanclamine Hydrochlonde Capsules
Phenylpropanolamine Hydrochloride Oral Solution
Phenylpropanolamme Hydrochlonide Tablets
ine Hydrochioride Extended-reicase Tablets
Rxfampm Oral Suspension
Rimexolone
Rimexolone Ophthalmic Suspension
Roxarsone
Selenomethionine
Simvastatin Tablets
Sodium Hypochlorite Topical Solution
Succinylcholine Chionide for Injection
Technetium Tc 99m Tetrofosmun [njection
Tetracaine Hydrochloride for Injection
Tiletamine Hydrochloride
Tiletamine and Zolazepam for Injecaon
Tolbutamide for Injection
Triclosan
Urea for Injection
Zolazepam Hydrochlonde

4489
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Ninth Suppiement, USP-NF

NF 18

Betadex Powdered Oriental Ginseng

Cellacefate Hypromeilose Phthalate

Chamomule Lacutol

Fevertew St. John's Wort

Powdered Fevertew Powdered St John's Wort

Ginkgo Saw Palmetto

Oriental Ginseng Vitamin E Polyethyiene Glycol Succinate

Changes in Official Titles Appearing in This Supolement

The following title changes are official November 15, 1998:

USP 23 New Title

USP 23 Former Title

Clindamycin Phosphate
Clindamycin [njection
Clindamycin for Injection
Colistimethate Sodium
Colistimethate for Injection
Cytarabine

Cytarabine for Injection
Dihydros*=cptomycin Sulfate
Dihydrostreptomycin Injection
Ifosfamide

[fosfamide tor Injection
Indocyanine Green
Indocyanine Green for Injectio
Indomethacin Sodium "
Indomethacin for Injection
Kanamycin Sulfate
Kanamycin Injection
Lincomycin Hydrochloride
Lincomycin Injection
Methicillin Sodium
Methicillin for [njection
Mezlocillin Sodium
Meziocillin for Izjection
Minocycline Hydrochloride
Minocycline tur Injection
Oxacillin Sodium

Oxaciilin Injection

Oxacillin for Injection
Oxytetracycline
Oxytetracycline Hydrochloride
Oxytetracycline for Injection
Penicillin G Potassium
Penicillin G Potassium for Injection
Peniciilin G Sodium

Penicillin G Sodium for Injec.ion

NF 18 New Title

Stenile Clindamycin Phosphate ;
Clindamycin Phosphate Injection 20y
Sterile &Mmydn Phosphate sl N
Sterile Colistimethate Sodium s
Stenle Colistimethate Sodium
Sterile Cytarabine .

Sterile Cytarabine

Stenile Dihydrosucpiomycin Suliate g 2o
Dihydrostreptomycin Sulfate Injecuon - oo
Sterile [fosfamide R
Sterile [fosfamide
Sterile Indocyanine Green-. . .. .
Sterile Indocyanine Green.. . -
Stenile Indomethacin Sodium
Sterile Indomethacin Sodium . s e
Stenile Kanamycin Sulfate e T
Kanamycin Sulfate Injection .~ . =
Sterile Lincomycin Hydrochloride v
Lincomycin Hydrochloride [njection

Sterile Methicillin Sodium

Methicillin Sodium for Injection

Sterile Meziociilin Sodium

Sterile Mezlocillin Sodium

Sterile Minocycline Hydrochlonide

Sterile Minocycline Hydrochloride

Sterile Oxacillin Sodium

°.- Oxacillin Sodium Injection

Ozxacillin Sodium for Injection

Sterile Oxytetracycline

Sterile Oxytetracycline Hydrochloride
Oxytetracycline Hydrochloride for Injection
Sterile Penicillin G Potassium

Sterile Penicillin G Potassium

Sterile Penicillin G Sodium

Sterile Penicillin G Sodium

NF 18 Former Title

Betadex
Cellacefate
Hypromellose Phthalate

Beta Cyclodexurin
Cellulose Acetate Phthalate
Hydroxypropyl Methylcellulose Phthalate
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The following title changes are official January 1, 2000:

USP 23 New Title

USP 23 Former Title

Ceftazidime
Chloramphenicol
Chl col Sodium Succinate

Chloramphenicol Sodium Succinate for Injection

Floxunidine

Floxuridine for Injection

Gentamicin Sulfate

Gentamicin [njecticn

Lidocaine Hydrochloride
Succinylcholine Chloride
Succinvicholine Chlonde for Injection
Tetracaine Hydrochloride

Tetracaine Hydrochloride for Injection
Tetracycline Hydrochloride
Tetracycline Hydrochloride for Injection
Tolbutamide

Tolbutamide for Injection

Urea 3

Urea for Injection

Sterile Ceftazidime

Stenle Chlorampnenicol

Stenle Chloramphenicol Sodium Succinate
Sterile Chloramphenicol Sodium Succinate
Sterile Flaxuridine

Sterile Floxuridine

Sterile Gentamicin Sulfate

Gentamicin Sulfate Injection

Stenile Lidocaine Hydrochlonde

Sterile Succinvicholine Chlonde

Sterile Succinylcholine Chloride

Stenile Tetracaine Hydrochloride

Sterile Tetracaine Hydrochlonde

Sterile Tetracycline Hydrochloride

Sterile Tetracycline Hydrochloride

Sterile Tolbutamide Sodium

Sterile Tolbutamide Sodium

Sterile Urea — -- —

Sterile Urea



ANNOTATED LIST

Monographs. General Chapters.. Reagents. and Tables Affected by Changes

Appearing in This Suppiement

Page citations rerer ro the pages of this Supplanml Nuie—The absercz of a parenthetic rerm arter the section
heading denotes a change n the rext, as disnnguished from a newiy added or deleted section.

Monographs (USP 23)

Capsuies Contanng at Least Three of the Foilowing—
Acetaminopnen ana Saits- of Chioroheniramine;
Dextromethoronan. and thﬂpmomommne tnew), 4501

Ori Suiuuon Containing ac Least Three of the Following—
Acetaminoonen ana Salts of Chiorpheniramine,
Dextrometnorphan. and Phenylpmondm {new), 4503

Capsuies Containing at Least Three of the Following—
Acetaminophen «ad Salts of Chloroheniramne. g

- - Destromemnoronas: and- Pseudoeoneanne-(new), <504

Oral Powder Contaimng at Least Three of the Foilowing—
Acetaminophen and Saits of Chlorpheniramune.
Dextromethorohan. and Pseudoepnedriac (new), 4506

Oral Soluton Containing at Least Three of the Following—
Acctaminophen and Salts of Chlorpheniramune.
Dextrometnorpnan. and Pseudoepnedrine (new), +508

Tablets Contaiming at Lusxmeeofmel-'oumg—
Acetanunopnen and Saits of Chlorpheniramine,
Dextromethorpnan, and Pseudoephedrine (new), 4509

Acetaminopnen, Dexwromethorpnan Hydrooromide. Doxvlamine
Succinate. and Psendnepnedrine Hydrochlonde Orai
Solution (new), 4511

Acetaminophen. Diphennydramine Hydrochlonde. and
Pseudoepnhedrine Hvdrochlonde Tablets (new), 4512

Acetamnophen and P phedrine Hydrochlonde Tablets, 4513

Dissoiunon

Acyclovir Capsules (new), 4514

Acyclovir fur Injection (new), <514

Acyclovir Oral Suspension (new), 4515

Acyciovir Tablets (new), 451F

Albendazole Tablets (new). 4516

Albuterol Tabilets, 4517

Dissolunion
Altretamune (new), 4517
Altretarmune Capsules (new), 4518

Aluminum Suba Topicai Soi 4518
Definution

Ammonium Chionde, 4518
Assav

Ammonium Chlonde Injecton, 4518
Chioride content

Ampcillin for [njection, 4518
Dim =zhylaniiine (deleted)
Limit of methylene chlonde (deleted)
Astemizole (new), 4519
Astermizole Tablets (new), 4519
Activated Auapulgite, 4520
Powder Fineness
Colloidal Acuvated Attagutgite, +520
Powder Fineness
Barium Hydroxide Lime, 4520
Size of g
Hardness
Betamethasone Dipropionate, 4521
Other impurites (added)
Betamethasone Yalerate, 4521
Other impurities (added)
Bismuth Subsalicylate, 452!
Limut of free salicyiic acid (subsection Test solution)
Limut of soluble bismuth (subsection Procedure)
Assay for total salicviates (subsecuon Procedure)

4492

Bretylium Tosyiate [niection. 4522,
pH

( :u‘feme. 4522
Chrematograpmic purtry (aaaea)
Assay

Calcifediol Capsuies. <523
Disintegracon 1 izleteq)
Dissoiution

Calcium 2nd Magnesium Caroonates Qr Suspension (new), <322

Calcium Gluconate (nrection. 4523
Detinition
Labeiing
pH

Calcium Undecyiznate, 4522
Parucie size

Capreomycia for (njecuon. 4524
Pamgmg and storage

Captwnl. 4524
(Sub 10ns Re
Glramw raphic svstem)
Carbamazepine Tablets. 4524
Dissolunon

Assay
Cafadroxil. 4525
raphic purirv (subsecuon Procedure)
Ceftazidime, 4525
Labeling (added)
Stenie Ceftazidime, 4526
Title changes
Cephradine Capsules. 4526
Definition
Assay
Cezphradine for [njection. 4526
Defimuon
USP Reference standards

selunion and

Assay

Cephradine for Oral Suspension. 4527
Detiniti
USP Rejerence siandaras

Assay

Cephradine Tabiets, 4527
Definition
USP Reference standards

Assay
Chioral Hydrate Capmla. 4528
Dissolusion (added
Chlorampnenicol, 4528
Labeiing (added)
USP Reference standards
Bacterial endotoxins
Steriliry
Stentie Chloramphemcol. 4528
Title changes
Chloramopnenicol Sodium Succinate (new), 4528
Chloramphenicol Sodium Succinate for [njection (new), 4529
Sterile Chloramphenicol Sodium Succinate, 4530
Tide changes
Chlorotriamsene Capsules, 4530
Dissoiunon (added)



Ninth Supplement, USP-NF

Chiorpneniramine Maleate and Pseudoephednine Hyarochloriae
Oral Solution (new), 4530

Cholecalciferol Solution (new), 4531

Cholestyramine Resin, 43532
Exchange capacity

Clanthromyein, 4532
Assav (subsecuon Chromatograpnic svstem)

Clindamycin Phosphate, 4533
Labeling

Clindamycin Injection (new). 4533

Clindamycin for Injection (new), 4532

Clindamycin Phosphate Injection. 4534
Title changes

Sterile Clindamycin Phosphate. 4534
Title changes

Clo%emsol Propionate Cream. 4534
P
Assay

Clofazimine Capsules. 4534
Disintegranon (deleted)
Dissolunon (added)

Clonazepam, 4534

— Defimition - : . —_—
USP Reference standards
Melting range (added)
Related compounds
Limut of clonazepam reiated compounuy C (added)

Assay

Clonazepam Tablets, 4535
USP Reference standards
Idenaficanon
{Intformuty of dosage unus
Related compounds
Assay

Cocaine and Tetracaine Hydrochlorides and Epinephrine Topical
Solution (new), 4535
Colchicine, 4536
Definition
Colistimethate Sodium (new), 4536
Colistimethate for Injection (new), 4537
Sterile Colistimethate Sodium, 4537
Title changes
Cortisone Acetate, 4537
Chromatographic puriry (added)
Ordinary impurities (deleted)
Cupric Chloride, 4538
Organic volasile impurities
Cyclosporine Capsules. 4539
Disintegration (deleted)
Dissolurion
Cytarabine, 4539
Labeling (added)
USP Reference siandards
Identification (test B)
Other requirements (added)
Cytarabine for Injection (new), 4540
Sterile Cytarabine, 4541
Title changes
Dexbrompheniramine Maleate and Pseudoephedrine Suifate Oral
Solution (new), 4541
Diazoxide Capsules, 4541
Dissolution (subsection Medium)
Diclofenac Sodium Delayed-reiease Tablets, 4542
Assay (subscctions Assay preparation and Procedure)
Diflorasone Diacetate, 4543
Other impurities (added)
Dihydrostreptomycin Sulfate, 4543
Labeling
USP Reference standards
Other requirements (added)
Dihydrostreptomycin Injection (new), 4543
Dihydrostreptomycin Sulfate [njection, 4543
Tide changes
Sterile Dihydrostreptomycin Suifate, 4543
Title chunges
Dihydroxyacetone (new), 4543
Diltiazem Hydrochloride Extended-release Capsules, 4544

Drug release .

sdmussions /| Changes 4493
Diphennydramuine and Pseudocpnedrine Capsuies, 4545
Dissolunon
Dobutamine Hydrocnlonde. 4545
Assay
Dobutamune Injection. 4545
Assav
Dooutarmune for Injecuon, 4546
Assay
Docusate Potassium Capsules, 4546
Dissoiunion 1added)
Doxviamine Succinate Tablers, 4546
Assay
Dronaoinoi Capsules, 4547
Dissolunion 1added)
Dydrogesterone Tablets, 4547
Dissolunion
Muitipie Electrolytes injection Tvpe |. 4547
Assav for chionde

Ervthromycin.

Assav
Ervthromvein Estolate Cipsules. 1518
Disintegranon (added)
Estradiol Cypionate. +349
Other impuriiies 1added)
Ethchlorvynol Capsules, 4549
Dissolution (added)
Etoposide, 4549
Reiated compounds (subsections Standard solution and System
suttabiliry solution)
Etoposide Capsules, 4350
Dissolution
Floxundine. 4550
Labeling (added)
Other requirements
Floxuridine for [njection (new), 4550
Stenle Floxundine (new), 4551
Tide changes
udroconisone Acetate. 4551
Other impuriries (added)
Fludrocortisone Acetate Tablets, 4351
Disintegrarion (deleted)
Dissoiution
Fludeoxyglucose F 18 [njection, 4551
Specific activity
USP Reference standards
Radionuclide identfication
Radiochemical puriy
Other requiremenis
Fluoxymesterone, 4552
Other impurities (added)
Fluphenazine Hydrochloride Elixir. 4552
Aleohol content
Folic Acid Tablets, 4552
USP Reference standards
Assav
Fructose and Sodium Chlonde Injection, 4552
Assay for sodium chioride
Gentamicin Suifate, 4553
Labeling (added)
USP Reference standards
Other requirements
Gentamicin Sulfate Cream, 4553
Idennfication
Gentamicin Uterine Infusion, 4553
ldentification
Stertiuty
Gentamicin [njection (new), 4553
Gentamicin Sulfate Injection. 4554
Tile changes
Gentamicin Suifaie Ointment. 4554
ldennification
Gentamucin Sulfate Ophthalmic Oimtment., 4554
Identification
Gentamicin Sulfate Ophthalmic Solution, 4554
Other requirements
Sterile Gentamicin Sulfate, 4554
Title changes
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Guanadrei Suifate Tablets, 4554
Dissolunion
Guanfacine Hydrochloride, 4555
ldennificanon (test 8)
Related compounds (subsections Standard solumons and
Procedure)
Hydralazine Hydrochloride Oral Solution (new), 4556
Hydrocortisone. 4556
Chromatographic purity (subsections Diluting solurion, Standard
solution, and Test soiution)
Hyvdrocorusone Butyrate, 4557
Other impurities (added)
Hydroxychloroquine Sulfate, 4557
Idenuficanon (lest B)
Hydroxyzine Hydrochloride, 4557

Assay
[fostaniide, 4558

Ladeling (added)

USP Reference siandards

Other requirements~(added) :
fostamide for Injcction (new), 4358 . . ——
Stenle (fosfamide, 4558

Title changes
Indlpunui: Tablets 4558

USP Reference standards

Other requarements (added)
Indocyanine Green for Injection (new), 4559
Stenle Indocyanine Green. 4559

Tide changes
Indomethacin Sodium, 4559

Labeling (added)

Identificarion (test A)

Other requirements (added)
Indomethacin for Injection (new), 4559
Sterile Indomethacin Sodium, 4560

Tite changes
lopamidol, 4560

Limit of free iodide ) :
lopamidol Injection, 4561 ) ] o

Limit of free iodide :
Toxilan (new), 4562
loxilan Injection (new), 4563
Kanamycin Sulfate, 4564

Labeling (added)

USP Reference standards

Other requirements (added)

Kanamycin Injection (new), 4564
Kanamycin Suifate [njection, 4564

Tite changes
Sterile Kanamycin Suifate, 4564

Title changes
Ketoprofen, 4564

Chroinatographic purity
Levamisole Hydrochlonde Tablets, 4565

Assay (subsections Standard preparation, Resolution solution,

Assay preparusion, and Procedure)
Levocarnitine Injection (new), 4565
Levonorgestrel and Ethinyl Estradiol Tablets, 4566

Dissolution
Lidocaine Hydrochloride, 4566

Labeling (added)

USP Reference siandards

Other requirements (added)

Sterile Lidocaine Hydrochloride, 4567

Title changes
Lincomycin Hvdrochloride, 4567

Labeling (added)

Depressor substances

Other requirements
Lincomycin Hydrochloride Injection, 4567

Title changes
Lincomycin Injection (new), 4567
Sterile Lincomycin Hydrochloride, 4567

Title changes

Ninth Supplement, USP-NF

Mafenide Acetate, 4567
Loss on drying (deleted)
Water
Mlgn?;zn; Carbonate and Citnc Acid for Oral Solution (new),
Magnesium Citrate for Orai Solution (new), 4568
Mebendazole Tablets, 4568
Disintegration (deleted)
Dissolution
Melphalan Tablets, 4569
Disintegrarion (deleted)
Dissolution
Mephotartital Tablets, 4569
Dissolution \subsections Mediwn and Procedure)
Mesalamine, 4569
Clarity of soluiion
Methazolamide, 4570
Definition
Assay
Methazoiamide Tablets. 4571
—Cenniton

Assay
Methicillin Sodium (new), 4571
Methicillin for Injection (new), 4572
Methiciilin Sodium for Injectica, 4573
Title changes
Sterile Methic!lin Sodium, 4573
Tite changes
Methotrimeprazine Injection, 4573

Assay
Methyiergonovine Maleate, 4573
ldentification
Assay (subsection Chromatographic system)
Med\ylpredmsolone Acetate, 4573
romatographic puriry (added)
Methylptedmsolone Hemisuccinate. 4574
Other impurities (added)
Methyitestosterone, 4574
Other impurities (added)
Metronidazole Gel, 4574
ldentification (test A)
Meziocillin Sodium (new), 4574 1
Mezlocillin for Injection (new), 4575
Sterile Mezlocillin Sodium, 4576
Title changes
Minocycline Hydrochloride, 4576

Other requirements (added)
Minocycline for Injection (new), 4576
Sterile Minocycline Hydrochloride, 4576

Title changes
Minoxidil Topical Solution (new), 4577
Monensin. 4577

Packaging and storage

Packaging and storage

Limit of related compounds activity
Monensin Premix, 4578

Packaging and storage
Monensin Sodium, 4579

Packaging and storage

Limit of related compounds acriviry
Moricizine Hydrochlonde, 4580

Assay (subsection Chromatographic system)
Naltrexone Hydrochloride (new), 4581
Naltrexone Hydrochloride Tablets (new), 4582
Nandrolone Decanoate, 4582

Chromatographic purity
Narasin Granular (new), 4583
Narasin Premix (new), 4584
Nicotine Transdermal System, 4584

Assay (subsection Procedure)
Nitrofurazone, 4586

Limit of 5-nitro-2-furfuraldazine (subsection Procedure)
Diluted Nitroglycerin, 4586
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Defimuon = -
Oxacillin Sodium, 4587
Labeling (added)
USP Reference standards
Orther requrements (added)
Oxacillin Injection (new), 4587
Oxacillin for Injecuon (new), 4588
Oxacillin Sodium [njection (new), 4588
Oxacillin Sodium for [niection, 4588
Title changes
Steriie Oxacillin Sodium, 4588
Tide changes
Oxytetracvcline, 4588
Lapeiing (added)
USP Rererence standards
Other requirements (added)
Sterile Oxytetracycline, 4589
Title changes
Oxytetracycline Hydrochloride, 4589
Labeiing (added)
USP Reference standards
Other requirements (added)
Oxytetracycline for Injection (new), 4590
Oxytetracycline Hydrochloride for Injection, 4590
Title changes
Sterile Oxytetracycline Hydrochlonde, 4590
Title changes
Penicillin G Benzathine and Penicillin G Procaine Injectable
Suspension. 4590
Definition
Labeling (added)
USP Reference standards
Crystallinity (added)
Limit of soluole peniciilin G and procaine (added)
Other requirements
Penicillin G Potassium, 4592
Labeling (added)
Penicillin G content (deleted)
Other r2quirements (added)
Penicillin G Potassium for Injection, 4592
Definition
Penicillin G content (deleted)
Assay (subsection Procedure)
Stenle Penicillin G Potassium, 4593
Title changes
Penicillin G Sodium (new), 4593
Penicillin G Sodium for Injection, 4593
Definition
Steniiry (added)
Other requirements
Assay (subsection Procedure)
Sterile Penicillin G Sodium, 4594
Title changes
Penicillin V for Oral Suspension, 4594
Identification
Penicillin V Tablets, 4594
Identification
Penicillin V Potassium for Oral Solution, 4594
identification
Penicillin V Potassium Tablets. 4594
Identification
Perphenazine Oral Solution, 4594
Limur of perphenazine suifoxide
Assay
Phenylpropanolamine Hydrochloride Capsules (new), 4595
Phenylpropanolamine Hydrochloride Oral Solution (new), 4595
Phenylpropanolamine Hydrochlonide Tablets (new), 4595
Phenytoin Oral Suspension, 4596
USP Reference standards (added)
Assay
Piperazine Citrate Tablets, 4596
Dissolution
Potassium Chloride Extended-release Tablets, 4596
Assay
Potassium Chloride in Dextrose Injection, 4597
Assay for potassium chloride

Admisatons / Clianges 4495

Potassium Chlonde in Dextrose and Sodium Chloride Injecuion.
4597
Assay for chlonde
Potassium Chlonde in Sodium Chloride Injection. 4597
Assav for chionde
Prednisolone, 4597
Other impuniries (added)
Probenecid und Colchicine Tabiets. 4598
Dissolution (subsection Meaium)
Procainamide Hydrochlonde Extended-reiease Tablets, 4598
Drug release
Prochiorperazine Edisylate injection, 4599
Assay
Procyclidine Hydcochioride Tablets, +599
Dissolution
Progesterone, 4599
Other impurities (added)
Progesterone [ntrauterine Contraceptive System. 4599
Drug-release pattern
Pseudoephedrine Hydrochlonde Tabiets, 4600
Dissotution
Pseudoephednne Hydrochionde Exicnded-release Tablets (new),
4600

Pyridostigmine Bromide Tabiets, 4601
Dissolunon (subsections Time and Tolerances)
Ribavirin, 4601
Specific rowation
Rifampin Oral Suspension (new), 4601
Rimexoione (new). 4602
Rimexolone Ophthaimic Suspension (new), 4602
Roxarsone (new), 4602
Selenomethionine (new), 4603
Simvastatin Tablets (new), 4604
Sodium Bicarbonate, 4605
Sulfare (deleted)
Lirmut of suifur compounds
Sodium Chloride, 4605
Aluminum
Sedium Hypochlorite Topical Soluton (new), 4606
Sodium Nitroprusside, 4607
Identification 1 (test ©)
Spironolactone Tablets, 4607
Assay (subsection Assav preparation)
Succinylcholine Chionde., 4607
Labeling (added)
USP Reference standards
Other requirements (added)
Succinylcholine Chloride for Injection (new), 4607
Sterile Succinylcholine Chlonde, 4608
Tite changes
Sulfamethazine Granulated, 4608
Packaging and storage
Sulfinpyrazone Capsules, 4608
Dissolution (subsection Medium)
Sulfinpyrazone Tablets, 4608
Dissolution (subsection Medium)
Technetium Tc 99m Tetrofosmin [njection (new), 4608
Terbutaline Sulfate Tablets. 4609
Dissolution
Testolactone, 4609
Other impurities (added)
Testosterone Cypionate, 4609
Other impunties (added)
Tetracaine Hydrochloride. 4609
Labeling (added)
USP Reference standards
Identification (test A)
Other requirements (added)
Tetracaine Hydrochloride for Injection (new), 4609
Sterile Tetracaine Hydrochloride, 4610
Tite changes
Tetracycline Hydrochlonde, 4610
Labeling (added)
USP Reference standards
Other requirements (added)
Tetracycline Hydrochlonde for Injection. 4611
Definition
Depressor substances (added)



1496 Changes / Admissions

Particulate marter
Other requirements -
Stmiuee Tancychnc Hydrochloride, 4611

Tetracycline Hydmdﬂorm Ophthalmic Suspension, 4611
Definition
Theophylline Extended-reicase Capsules, 4611
Drug release
Thiacetarsamide, 4613
Loss on drying
Thiethylperazine Malate, 4613
Organic volatile impurities
Thiopental Sodium, 4613

Tiletamine Hydrochloride (new), 4614
Tiletamine and Zolazepam for Injection (new), 4614
Tilmicosin, 4615
Packaging and storage
Tilmicosin Injection, 4616
. Packaging and siorage
Tolazammde, 4617 S T =
Other nnpunnc: (added)
Tolbutamide, 46
Labeling (lddad)
UsP Refcrmce standards
Other requirements
Tolbutamide for Injection (new), 4617
Stgghee'l'olbuunude Sodium (new), 4618
Triamcinolone Diacetate, 4618
Loss on drying (delcted)
Water (added)
Triclosan (new), 4618
Triprolidine and Pseudoephedrine Hydrochlorides Tablets, 4620
Dissolution
Urea, 4620
Labeling (added)
USP Reference standards
Other requirements
Urea for Injection (new), 4620
Stenile Urea, 4620
Title changes
Valproic Acid, 4620
USP Refermce standards

Chmmnwgrapluc purity

Assay

Valproic Acid Capsules, 4621
Dissolution

Warfarin Sodium Tablets, 4621
ldentification (test C)

Bacteriostatic Water for Injection, 4622
Other requirements

Zolazepam Hydrochlonde (new), 4622

General Chapters
General Tests and Assays

GENERAL REQUIREMENTS FOR TESTS AND ASSAYS

(11) USP Reference standards, 4623
USP 5-Acetamido-3-amino-2.4,6-triiodobenzoic Acid RS
USP Alfentanil Hydrochloride RS
USP Allopurinol Related Compound A RS
USsP 3-Amuw—4<arbamxdopymzole Hanuulﬁuz RS
USP 2-Amino-2'-c} nitr
USP Altretamine RS
USP Amrinone RS
USP Apigenin-7-O-glucoside RS
USP Astemizole RS
USP Baclofen Related Compound A RS
USP Cefonam Hydrochloride RS
use Cephapmn Bcnmtlnne RS
USP Chlordiazep Related Compound A RS

P

Ninth Sugpiement, USP-NF

USP 7-Chioro-1,3-dikvdro-3-phenvi-2H- 1, 4-benzodiazepin-2-one
4-Oxide RS

USP (0-Chlorophenvi)diphenyimethanoi RS

USP 4-(4-Chiorophenvi)-2-pyrrolidone RS

USP Cholestvramine Resin RS

USP Clindamycin Phosphate RS

USP Clobetasoi Propionate RS

USP Clonazepam Related Compound B RS
USP Clotrumazole Related Compound A RS
USP Diatrizoic Acid Relared Compound A RS
USP Diacepam Related Compound A RS
USP Dihvdroxvacetone RS

USP Dobutarwine Hyvdrochioride RS

USP Ervthromvcin RS

USP Etoposide RS

USP Fludeoxyglucose RS

USP Fluoxetine Related Compound B RS
USP Oniental Ginseng Extract RS

USP Glvcerin RS
USP Hyperoside RS
USP lohexoi RS
USP loxiian RS
USP loxilan Reiated Compound A RS

USP Lactase RS

USP Lactitoi RS

USP Methylamino-5-chlorobenzophenone RS
USP Naftifine Hydrochloride RS

USP Naltrexone RS

USP Naltrexone Related Compound A RS

USP Ofloxacin RS

USP Parbendazole RS

USP Parthenolide RS

USP Parncle Count RS

USP Phenyipropanolamine Bitartrate RS

USP Piperaciilin RS

USP Negaave Control Plastic RS

USP Poloxalene RS

USP Polyethyiene Terephthalate G Copolyesier RS
USP Pyndostigmine Bromide RS .
USP Quazepam RS

USP Quazepam Related Compound A RS

USP Quercenn RS

USP Rimexolone RS

USP Roxarsone RS

USP Rutin RS

USP Selenomethionine RS

USP Simvastatin RS

USP Sulbactam RS

USP Thiostrepton RS

USP Tiletamine Hydrochloride RS

USP Alpha Tocopheroi RS

USP Triclosan RS

USP Triclosan Related Compound A RS

USP Triclosan Related Compound B RS

USP Tylosin RS

USP Valerenic Acid RS

USP Powdered Valerian RS

USP Valproic Acid Related Compound A RS
USP Zolazepam Hydrochloride RS

CHEMICAL TESTS AND ASSAYS

[DENTIFICATION TESTS
{191) Identification Tests—General, 4634
Sodium

OTHER TESTS AND ASSAYS

(401) Fats and Fixed Oils, 4636
Hydroxyl Vaiue (subsection Pyndine-Acetic Anhydride Reagent)
Jodine Value (subsection Procedure under subhead Method IT)
Saponification Value (subsection Procedure)

(561) Vegetable Drugs, 4640
Methods of Analysis (subhead Test for Aflatoxins)
General Methods for Pesticide Residues Analysis (added)
Test for Pesticides (added)
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PrysicAaL TESTS AND DETERMINATIONS

(611) Alcohol Determunation. 4646
Methoa—0Disntlauon Method
(621) Chromatography, 4647
High-Pressure Liquid Chromatograpny
System Sustabiliry
(661) Contatners, 4654
Chermcul R —Glass Ci s (Sut Reagenus)
(701) Disintegrauon. 4639
Apparalus
Procedure
71 Dx;soluuon, 4660
Apparatus |
Apparatus 2
D M osds: ‘l ‘
Procedure for Capsules. unccazed Tablets, ana Plain Coated
Tablets
Interpretation
(721) Disulling Range, 4662
hoa I (sub! T 2)
(724) Drug Release 4663
Figures | and §
{811) Powder Fincness. 4670
[nroducuon
Table 1 (deieted)
Table 2 (deleted)
Sieves for Parmacopeial Te.mnx
Method for De J) v of Fil (deleted)
Classificanion of Powder Fi mene:.r (added)
(846) Specific Surface Arca, 4671
Introducrion

General Information

(1051) Cleaning Glass Apparatus (new), 4674
(1161) Pharmacy Compounding Pracuces, 4674
Introduction

Stability of compounded Preparations (subhead Stability Critera
and Beyond-use Dating
lngﬁm Calculations (subheads Sources and
ions)
Checklist for Acceptable Strength, Quality, and Purity
Compounded Dosage Forms
Co ing Process
(1216) Tablet ilicy, 4678

Reagents, Indicators, and Solutions
REAGENT SPECIFICATIONS

3-Acetyithio-2-methyipro ic Acid (new), 4679
Amaranth (new), A:h;‘) e
2nty_nc Argd (new), 4679

Reagent deleted
1-Chloronaphthalene (new). 4679
4-Chlorophenol (new), 4679
2.8-Dichlorodibenzofuran (new), 4679
2.4-Dichlorophenol (new), 4679
Ethanesuifonic Acid (new), 4679
Mineral Acid (new), 46
Nonanoic Acid (new), 4679
2.3.7 8-Tetrachlorodibenzo-p-dioxin, C-labeled (new), 4679
2,3.7.8-Tetrachlorodibenzofuran, ¥C-labeled (new), 4679
2.4,8-Trichlorodibenzofuran (new), 4679
Valeric Acid (new), 4680

d. 4679

TEST SOLUTIONS

Amaranth TS (new), 4680

Brilliant Blue G TS (u2w), 4630
Gastric Flid, Simulated, TS, 4680
pH 4.7 Phenol Red TS (nrew), 4680
lodide-free Starch TS (new), 4680

Admussions / Changes 4497
REAGENT FOOTNOTES

Footnote 89 {aaded) 4680
Reference Tables
Descripdon and Relative Soiubility of USP and NF Articles,
4681

Altretamine (new)

Cal Card Precip
Dihydroxvacetone (new)
loxilan (new)

Toxilan Injecuon tnew)
Mafenide Acetate (new)
Naruzin (new:
Rimexoione (new)
Roxarsone (new)
Tiletamine Hydrochlonds (n2w)
Triclosan (new)

Hydrochloride (naw)

Intrinsic Viscosity Table. 4682

-Nutritional Suppiements

Monographs (USP 23)

Qil- and Water-soluble Vitamins with Minerals Tablets, 4684
Assav for vitamin A

General Chapters
(2040) Disintegration and Dissol
- 4596

Dissolunon

Dissolunon Conditions for Folic Acid

Dissownon Condinons for Index Viiamins and Index Minerals
(subsection Pmdm-cx)

of N | Supplements,

Monographs (NF 18)

Cellacefate (new), 4699
Microcrystalline Celluiose, 4699
Conducaviey
Celluiose Acetate Phthalate (new), 4700
Title changes
Chamomule (new), 4700
Dimethicone (new), 4702
Definition
Assay
Hard Fat, 4703
Labeling .
Melting range
Feverfew (new), 4703
Powdered Feverfew (new), 4704

Ginger, 4704
ldenti i
Alecohol. loehi, extr
Volatile oil content

Ginkgo (new), 4705
Onental Gmseng (new), 4706

d Oriental Gi; g (new), 4707
Hvdroxypmpyl Melhylceﬂulose Phthalate, 4708
Tide changes

Hypromellose Phthalate (new), 4708

Lactitol (new). 4708

St. John's Wort (new) 4709

Powdered St. John's Wort (new), 4710

Saw Palmetto (new), 4710

Sodinm Lauryl Sulfate, 4711
Identification (test A)

Sugar Sphves 4712

Particle siz
" Vitamin E Polyethylene Glycol Succinate 4712



