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Admaissions

‘New Monographs Appearing in This Addendum

USP XX

Aminobenzoic Acid Gel

Aminoglutethimide

Aminoglutethimide Tablets

Bacampicillin Hydrochloride Tablets

Beta Carotene

Beta Carotene Capsules

Cephalothin Sodium Injection

Chloramphenicol Cream

Chlorgmghenicol Otic Solution

Sterile Chioramphenicol

Chloramphenicol and Hydrocortisone Acetate for Ophthalmic
Suspension

Chloramphenicol, Polymyxin B Sulfate, and Hydrocortisone
Acetate Ophthalmic Ointment

Chloramphenicol and Prednisolone Ophthalmic Ointment

Sterile Chlortetracycline Hydrochloride

Chlorzoxazone

Chlorzoxazone Tablets

Chromic Chloride

Chromic Chloride Injection

Clemastine Fumarate Tablets

Clocortolone Pivalate

Clocortolone Pivalate Cream

Clonidine Hydrochloride

Colistin and Neomycin Sulfates and Hydrocortisone Acetate
Otic Suspension

Cupric Chloride

Cupric Chloride Injection

Cupric Sulfate Injection

Dacarbazine

Dacarbazine for Injection

Diazepam Capsules

Diazoxide Capsules

Diazoxide Oral Suspension

Dyclonine Hydrochloride Gel

Epinephrine Inhalation Aerosol

Equilin

Ergotamine Tartrate Inhalation Aerosol

Erythromycin Topical Solution

Sterile Erythromycin Ethylsuccinate

Ethynodiol Diacetate and Mestranol Tablets

Fluorometholone Ophthalmic Suspension

Furazolidone

Guanethidine Monosulfate

Sterile Hetacillin Potassium

Sterile Kanamycin Sulfate

Lidocaine Oral Topical Solution

Lidocaine Hydrochloride Topical Solution

Sterile Lidocaine Hydrochloride

Lidocaine Hydrochloride and Epinephrine Bitartrate Injection
Lindane Shampoo

Manganese Chloride

. Manganese Chloride Injection

Maprotiline Hydrochloride

Maprotiline Hydrochloride Tablets

Meclofenamate Sodium

Meclofenamate Sodium Capsules

Methadone Hydrochloride Oral Solution

Metyrosine

Metyrosine Capsules

Sterile Mezlocillin Sodium

Moxalactam Disodium for Injection

Sterile Nafcillin Sodium

Naproxen Sodium

Naproxen Sodium Tablets

Sterile Oxacillin Sodium

Sterile Oxytetracycline

Sterile Oxytetracycline Hydrochloride

Sterile Penicillin G Benzathine

Penicillin G Potassium

Sterile Penicillin G Procaine for Suspension

Phentermine Hydrochloride

Phenytoin Sodium Injection

Sterile Piperacillin Sodium

Prazepam Capsules

Probenecid and Colchicine Tablets

Riboflavin 5’-Phosphate Sodium

Salicylic Acid Topical Foam

Simethicone Emulsion

Sodium Bicarbonate Oral Powder

Sulfabenzamide

Sulfacetamide

Sulfathiazole

Sulfathiazole, Sulfacetamide, and Sulfabenzamide Vaginal
Cream

Sulfathiazole, Sulfacetamide, and Sulfabenzamide Vaginal
Tablets

Tamoxifen Citrate

Tamoxifen Citrate Tablets

Tobramycin Ophthalmic Ointment

Trimethoprim Tablets

Zinc Chloride Injection

NF XV

Butyl Alcohol
Mono- and Di-acetylated Monoglycerides

Changes in Official Titles, Appearing in This Addendum

USP XX New Title

USP XX Former Title

Sterile Cephalothin Sodium

Methadone Hydrochloride Oral Concentrate
Sterile Methicillin Sodium

Sterile Penicillin G Procaine

Sterile Rolitetracycline

NF XV New Title

Cephalothin Sodium

Methadone Hydrochloride Oral Solution
Methicillin Sodium

Penicillin G Procaine

Rolitetracycline

NF XV Former Title

Carbomer 934P
442

Carbomer



3S, Addendum a, USP-NF Admissions |/ Changes 443
ANNOTATED LIST

Monographs, General Chaptets;’ Reagents, and Tables Affected by Changes
Appearing in This Addendum

Biperiden Hydrochloride Tablets, 465

Page citations refer to the pages of this Addendum. Disintegration (deleted)
Note—The absence of a parenthetic term after the Dissolution (added)
section heading denotes a change in the text, as dis-  Bromocriptine Mesylate, 465
tinguished from a newly added or deleted section. Reference standard

Loss on drying

Bupivacaine Hydrochloride, 466

Definition
Monographs (USP XX) pH (added)

: Heavy metals
Acle)t‘%;r:lr:‘(t)gx:r(la(égg(sjl;les, 459 Residual solvents (added)
Acetazolamide. 459 Bupivacaine Hydrochloride Injection, 466

it Y Assay
Ali‘:‘ﬂvtxsgeducmg substances Bu ivigcaine Hydrochloride and Epinephrine Injection, 466
’ : e R efinition
As;vgra%s;;bscctlon Disodium ethylenediaminetetraacetate Content of epinephrine (subsection Procedure)
y ; 3 oss g Assay
Alumina and Magnesium Trisilicate Oral Suspension, 459 . .
Assay for magnesium oxide (subsection Procedure) Bubqbar})ltgl S?dénémd)Capsules, ool
Aluminum Chloride, 459 B ’;sol;"m;nSo?i' o Tablets. 467
Assay (subsection Procedure) utabarbital Sodium 1ablets,
Aminobenzoic Acid, 459 Disintegration (deleted)
Reference standard (added) c ID ‘.“01‘8;0" (addeld). s e
Identification aDc;fqll:llitio:conate njection,
Qm::ggﬁ?gzﬁlﬁf&g 82%"3‘25 460 Calcium Gluconate Tablets, 467
Aminoglutethimide Tablets (new), 461 g(slntlegt(atxon d(g:‘i‘)’ted)
Aminosalicylate Sodium, 461 Cal 0 'L'o" (a Tablets. 467
Reference standards (added) alcium Lactate 1ablets,
- Ansdioaheno! Disintegration (deleted)
Assay P Dissolution (added)
Calcium Pantothenate, 468

Aminosalicylate Sodium Tablets, 461
Reference standards (added)
m-Aminophenol

Definition *
Nitrogen content
Calcium content

Assay i i

Aminosalicylic Acid, 462 Ral():?f]“?:\(i:tg)arnlmum Pantothenate, 468
Reference standards (added) Specific rotation (added)
z;;r;tmophenol Assay (deleted)

Aminosalicylic Acid Tablets, 462 Ca}g}zfgﬂﬁecﬁgf,gffa ‘tggded)
Reference standards (added) Dissolution (added)
Disintegration (deleted) Sterile Carbenicillin Disodium, 468

Dissolution (added)

m-Aminophenol Reference standard

Pyrogen (added)

Assay ! Safet
¢ 2 'y (added)
An’;‘r}r:ioowxgacwhlonde, 463 Sterility (added)
Ampicillin, 11631 9 ’;il’jzter
Pyrogen (delete :
Ampicillin Capsules, 463 gther r(e(ggrg;nenls
Identification C Sy .
Loss on drying arbenicillin Indanyl Sodium, 469
Definition

Azathioprine Tablets, 463

Disintegration (deleted) Packaging and storage

Reference standard

Dissolution (added) : !
Bacampicillin Hydrochloride Tablets (new), 463 gde ntification (added)
Bacitracin Zinc, 464 afety (added)

Safety ,;’;’/1
Benztropine Mesylate Injection, 464 ater L

Identification Other requirements (deleted)

Assay (added)
Carbenicillin Indanyl Sodium Tablets, 469

R
Benztropine Mesylate Tablets, 464 Definition

Identification
g;:sintlegr_ation d((clieleted) ﬁﬁ;ﬁ:&féﬁ%ﬁﬁgdded)
lSéO ution (added) Disintegration (deleted)
Beta Carotene (new), 464 Dissolution (added)

Beta Carotene Capsules (new), 464
Sterile Betamethasone Sodium Phosphate and Betamethasone B

Acetate Suspension, 465 .
; 3 i Other requirements (deleted)
Identification Assay (added)

Content uniformity (added)



444 Changes / Admissions

Carbidopa and Levodopa Tablets, 470
Dissolution (subsections Medium and Tolerances)
Carbinoxamine Maleate Tablets, 470
Disintegration (deleted)
Dissolution (added)
Cascara Sagrada, 470
Definition
Reference standard (added)
Loss on drying (added)
Assay for cascarosides (added)
Assay for total hydroxyanthracene derivatives (added)

Cascara Sagrada Extract, 471
Definition
Reference standard (added)
Assay for cascarosides (added)
Assay for total hydroxyanthracene derivatives (added)

Cascara Tablets, 471
Definition
Reference standard (added)
Assay for cascarosides (added)
Assay for total hydroxyanthracene derivatives (added)

Cefaclor, 472
Chemical information

Cefadroxil, 472
Definition
Reference standard
Identification (added)
Absorptivity (deleted)

Safety (added)

pH

Water

Crystallinity (added)

Other requirements (deleted)
Assay (added)

Cefadroxil Capsules, 473
Definition
Reference standard (added)
Weight variation (added) .
Water
Assay (added)

Cefamandole Nafate, 473
Reference standard
Identification (added)
pH
Water
Other requirements (deleted)
Assay (added)

Cefamandole Nafate for Injection, 473
Reference standard (added)
Constituted solution (added)
Identification (added)
Pyrogen (added)

Safety (added)

Sterility (added)

Weight variation (added)
pH

Water

Other requirements (deleted)
Assay (added)

Sterile Cefazolin Sodium, 474
Reference standard
Constituted solution (added)
Identification (added)
Specific rotation
Pyrogen (added)

Safety (added)
Sterility (added)
pH

Water

Other requirements
Assay (added)

Sterile Cefoxitin Sodium, 475
Reference standard A
Constituted solution (added)
ldentification (added)
Pyrogen (added)

Safety (added)
Sterility (added)

3S, Addendum a, USP-NF

pH
Water
Crystallinity (added)
Other requirements
Assay (added)

Cephalexin, 475
Reference standard
Identification (added)
Absorptivity (deleted)
Safety (added)
pH
Water
Crystallinity (added)
Other requirements (deleted)
Assay (added)

Cephalexin Capsules, 476
Definition
Reference standard
Weight variation (added)
Water
Assay (added)

Cephalexin for Oral Suspension, 476
Definition
Reference standard (added)

H

Water
Assay (added)
Cephalexin Tablets, 476
efinition
Reference standard
Weight variation (added)
Water
Assay (added)
Cephaloglycin, 476
Reference standard
Identification (added)
Safety (added)
H

Water

Crystallinity (added)
Cephaloglycin content

Other requirements (deleted)
Assay (added)

Cephaloglycin Capsules, 477
Definition
Reference standard
Dissolution (subsections Medium and Procedure)
Weight variation (added)
Water
Assay (added)

Sterile Cephaloridine, 477
Reference standard
Constituted solution (added)
Identification (added)
Specific rotation
Pyrogen (added)

Safety (added)
Sterility (added)
H

P

Loss on drying

Other requirements

Assay (added)
Cephalothin Sodium, 478

Title change

Definition

Packaging and storage

Reference standard

Constituted solution (added)

ldentification (added)

Specific rotation

Pyrogen (added)

Safety (added)

Sterility (added

pH -

Loss on drying

Crystallinity (added)

Other requirements

Assay (added)
Cephalothin Sodium Injection (new), 478
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Cephalothin Sodium for Injection, 478
Definition
Reference standard (added)
Constituted solution (added)
pH.

Loss on drying (deleted)
Other requirements

Sterile Cephapirin Sodium, 479
Reference standard
Identification (added)
Pyrogen (added)

Safety (added)
Sterility (added)

pH

Water

Crystallinity (added)
Cephapirin content
Other requirements
Assay (added)

Cephradine, 480
Labeling (added)

Reference standards
Identification (added)
Safety (added)

pH

Water

Crystallinity (added)
Cephalexin content

Other requirements (deleted)
Assay (added) .

Cephradine Capsules, 480
Definition
Reference standard (added)
Dissolution (added)

Weight variation (added)
Loss on drying
Assay (added)

Cephradine for Injection, 481
Reference standard (added)
pH
Loss on drying
Other requirements

Sterile Cephradine, 481
Reference standards (added)
Constituted solution (added)
Pyrogen (added)

Safety (added)

Sterility (added)

pH (deleted)

Water (deleted)

Cephalexin content (deleted)
Other requirements

Assay (added)

Cephradine for Oral Suspension, 481
Definition
Reference standard (added)
pH
Water
Assay (added)

Cephradine Tablets, 482
Disintegration (deleted)
Dissolution (added)

Chlorambucil Tablets, 482
Disintegration

Chloramphenicol, 482
Definition
Packaging and storage
Reference standard
Identification (added)
Absorptivity (deleted)
Melting range
Specific rotation
Safety (added)

pH

Crystallinity (added)

Other requirements (deleted)
Assay (added)

Admissions / Changes 445

Chloramphenicol Capsules, 482
Definition -

" Reference standard (added)
Identification (added)
Weight variation (added)
Assay (added)

Chloramphenicol Cream (new), 483

Chloramphenicol Injection, 483
Definition
Reference standard (added)
Pyrogen (added)

Safety (added)
Sterility (added)
pH

Other requirements
Assay (added)

Chloramphenicol Ophthalmic Ointment, 483
Definition
Reference standard (added)
Identification (added)

Sterility (added)

Metal particles (added)
Other requirements (deleted)
Assay (added)

Chloramphenicol Ophthalmic Solution, 484
Reference standard (added)
Sterility (added)
pH
Other requirements (deleted)
Assay (added)

Chloramphenicol for Ophthalmic Solution, 484
Definition
Labeling
Reference standard (added)
Sﬁrility (added)

Other requirements (deleted)
Assay (added)
Chloramphenicol Otic Solution (new), 484
Sterile Chloramphenicol (new), 484
Chloramphenicol and Hydrocortisone Acetate for Ophthalmic
Suspension (new), 485
Chloramphenicol, Polymyxin B Sulfate, and Hydrocortisone
Acetate Ophthalmic Ointment (new), 485
Chloramphenicol and Prednisolone Ophthalmic Ointment
(new), 486
Chloramphenicol Palmitate, 486
Reference standard
_Identification (added)
Melting range
Specific rotation
Safety (added)
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Chloramphenicol Palmitate Oral Suspension, 487
Definition
Reference standards (added)
Identification (added)
pH
Polymorph A crystals content
Assay (added)
Sterile Chloramphenicol Sodium Succinate, 487
Reference standard
Identification (added)
Specific rotation
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Water
Other requirements (deleted)
Assay (added)
Chloroquine Phosphate Tablets, 488
Disintegration (deleted) *
Dissolution (added)
Chlorpheniramine Maleate Tablets, 488
Dissolution (subsections Medium and Procedure)
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Chlorprothixene Tablets, 488
Disintegration (deleted)
Dissolution (added)

Chlortetracycline Hydrochloride, 488
Definition
Reference standard
Identification (added)

S@(ety (added)

Loss on drying
Crystallinity (added)
v Other reqmrements (delefed)
"Assay (added)
Chlortetracycline Hydrochloride Capsules, 489
Definition
Reference standard
Weight variation (added)
Loss on dryin
Assay (added
Chlortetracycline Hydrochloride Ophthalmlc Ointment, 489
Definition
Reference standard (added)
Sterility (added)
Water
Metal pam'-cles (added) .
Other requirements (deleted)
Assay (added)
Sterile Chlortetracycline Hydrochloride (new), 489
Chlorzoxazone (new), 489 i
Chlorzoxazone Tablets (new), 490
Cholecalciferol, 490
Reference standards
Assay (subsections Dehydrated hexane, Mobile phase,
System suitability test, and Procedure)
Cholestyramine Resin, 491
Dialyzable quaternary amines
Chromic Chloride (new), 491
Chromic Chloride Injection (new), 492
Clemastine Fumarate Tablets (new), 492
Clindamycin Hydrochloride, 493
Reference standard
Identification (added)
Safety (added)
pH
Water
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Clindamycin Hydrochloride Capsules, 493
Reference standard (added)
Dissolution (added)
Weight variation (added)
Water
Assay (added)
Clindamycin Palmitate Hydrochloride, 494
Reference standard
Identification (added)
Safety (added)
pH
Water
Residue on ignition (added)
Other requirements (deleted)
Assay (added)
Clindamycin Palmitate Hydrochloride for Oral Solution, 494
Reference standard (added)
pH
Water
Assay (added)
Clindamycin Phosphate, 495
Other requirements (deleted) -
Assay (subsections Standard preparation, Assay preparation,
and System suitability)
Clindamycin Phosphate Injection, 495
Definition
Assay (subsection Assay preparation)
Clindamycin Phosphate Topical Solution, 495
Assay (subsection Assay preparation) .

3S, Addendum a, USP-NF

Sterile Clindamycin Phosphate, 496
Reference standard (added)
Other requirements
Clioquinol Tablets—See lodochlorhydroxyquin Tablets
Clocortolone Pivalate (new), 496
Clocortolone Pivalate Cream (new), 497
Clomiphene Citrate Tablets, 497
Disintegration (deleted)
Dissolution (added)
Clonidine Hydrochloride (new), 497
Cloxacillin Sodium, 498
Reference standard
Ildentification (added)
Safety (added)
pH
Water
Crystallinity (added)
Cloxacillin content
Other requirements (deleted)
Assay (added)
Cloxacillin Sodium Capsules, 498
Definition
Reference standard (added)
Weight variation (added)
Water
Assay (added)
Cloxacillin Sodium for Oral Solution, 499
Definition
Reference standard (added)
pH
Water
. Assay (added)
Codeine, 499
Identification
Codeine Phosphate, 499
Identification (tests B, C, D, and E)
Codeine Phosphate Injection, 499
Identification
Codeine Sulfate, 499
Identification (tests C and D)
Codeine Sulfate Tablets, 499
Identification (test A)
Disintegration (deleted)
Dissolution (added)
Colistin and Neomycin Sulfates and Hydrocortisone Acetate
Otic Suspension (new), 500 -
Cortisol Hemisuccinate—See Hydrocortisone Hemisuccinate
Cupric Chloride (new), 500
Cupric Chloride Injection (new), 501
Cupric Sulfate Injection (new), 501
Cycloserine Capsules, 501
Definition
Reference standard (added)
Identification (added)
Dissolution (added)
Weight variation (added)
Cyclothiazide Tablets, 502
Disintegration (deleted)
Dissolution (added)
Dacarbazine (new), 502
Dacarbazine for Injection (new), 502
Decavitamin Capsules, 503
Assay for vitamin D
Assay for pyridoxine hydrochloride (subsection Procedure)
Decavitamin Tablets, 504
Assay for vitamin D
Assay for pyridoxine hydrochloride (subsection Assay
preparation)
Demeclocycline, 504
Reference standard
Identification (added)
Absorptivity (deleted)
Safety (added)
pH
Water
Crystallinity (added)
Other requirements (deleted)
Assay (added)
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Demeclocycline Oral Suspension, 504
Definition
Reference standard (added)

pH
Assay (added)
Demeclocycline Hydrochloride, 505
Definition
Reference standard
Identification (added)
Absorptivity (deleted)
Safety (added)
pH

Loss on drying
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Demeclocycline Hydrochloride Capsules, 505
Definition
Weight variation (added)
Loss on drying
Assay (added)
Demeclocycline Hydrochloride Tablets; 505
Definition
Weight variation (added)
Loss on drying
Assay (added)
Desipramine Hydrochloride Tablets, 506
Disintegration (deleted)
Dissolution (added)
Desoximetasone, 506
Assay (subsections Mobile solvent and Procedure)
Desoximetasone Cream, 506
Assay (subsections Mobile phase and Standard preparation)
Dexamethasone Sodium Phosphate Injection, 506
Identification
Assay
Diatrizoate Meglumine Injection, 507
pH
Diatrizoate Meglumine and Diatrizoate Sodium Injection, 507

pH
Diatrizoate Sodium Injection, 507

pH
Diazepam, 507

Assay
Diazepam Capsules (new), 507
Diazepam Tablets, 507

Content uniformity

Assay (Note and subsections Internal standard preparation,

Chromatographic system, and Procedure)

Diazoxide Capsules (new), 508
Diazoxide Oral Suspension (new), 508
Dicloxacillin Sodium, 508

Reference standard

Identification (added)

Safety (added)

H

Water
Crystallinity (added)
Organic chlorine content
Free chloride content
Other requirements (deleted)
Assay (added)

Dicloxacillin Sodium Capsules, 509
Definition
Reference standard
Weight variation (added)
Water
Assay (added)

Sterile Dicloxacillin Sodium, 509
Definition
Reference standard
Constituted solution (added)
Pyrogen (added)
Sterility (added)

H

p

Water (deleted)

Organic chlorine content (deleted)
Free chloride content (deleted)
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Other requirements
Assay (added)
Dicloxacillin Sodium for Oral Suspension, 510
Definition
Reference standard (added)
pH
Water
Assay (added)
Diethylpropion Hydrochloride Tablets, 510
Disintegration (deleted)
Dissolution (added) ;|
Docusate Sodium Capsules, 510
Identification
Assay (subsections Assay preparanon and Procedure)
Docusate Sodium Solution, 510
pH
Doxapram Hydrochloride, 510
Chromatographic purity (added)
Doxepin Hydrochloride, 511
Definition
Assay (subsections Standard preparauon and Procedure)
Doxorubicin Hydrochloride, 511
Packaging and storage
Reference standard
Identification (added)
pH
Water
Doxorubicin hydrochloride content (deleted)
LDsq (deleted)
Crystallinity (added)
Other requirements (deleted)
Assay (added) -
Doxorubicin Hydrochloride for Injection, 512
Packaging and storage
Reference standard (added)
Depressor substances (added)
Pyrogen (added)
Sterility (added)
pH
Water
Other requirements
Assay (added)
Doxycycline Hyclate Tablets, 5 12
Dissolution (subsections Times and Tolerances)
Dyclonine Hydrochloride Gel (new), 512
Dyclonine Hydrochloride Topical Solution, 513
Assay
Edetate Disodium, 513
Nitrilotriacetic Acid
Ephedrine Sulfate and Phenobarbital Capsules, 513
Dissolution (added)
Epinephrine Inhalation Aerosol (new), 513
Epinephrine Injection, 514
Re};rence standard (added)
Assay
Equilin (new), 514
Ergocalciferol, 515
Reference standards
Assay (subsections Mobile phase, Chromatographic system,
System suitability preparation, and System smtab:ln y
test, Assay preparation, and Procedure)
Ergotamme Tartrate, 515
Related alkaloids (subsections Standard preparation and
Standard dilutions and Procedure)
Ergotamine Tartrate Inhalation Aerosol (new), 515
Ergotamine Tartrate Tablets, 516
Disintegration (deleted)
Dissolution (added)
Erythromycin, 516
pH
Erythromycin Ointment, 516
Assay
Erythromycin Topical Solution (new), 516
Erythromycin Estolate, 517
Reference standards
Identification (added)
Safety (added)
pH
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Water

Crystallinity (added)

Other requirements (deleted)

Assay (added) ‘
Erythromycin Estolate Capsules, 517

Definition

Reference standard (added)

Weighl variation (added)

Water .

Assay (added)
Erythromycin Estolate Oral Suspension, 517

Definition

Reference standard (added)

pH
Assay (added)
Erythromycin Estolate for Oral Suspens:on 517
Definitions
R;;ference standard (added) -

Water
Assay (added)
Erythromycin Estolate Tablets, 518 -
Definition
Reference standard (added)
Disintegration
Weight variation (added) ~
Water
Assap (added) }
Erythromycin Ethylsuccmate, 518
Definition
Reference standards
Ildentification (added)
Safety (added)
pH
Water
Residue on ignition
Crystallinity (added) °
Other requirements (deleted)
Assay (added)
Erythromycin Ethylsuccinate Injection, 518
Definition
Labeling (deleted)
Reference standard (added)
Safety (added)
Sterility (added)
Water
Other requirements
Assay (added)
Sterile Erythromycin Ethylsuccinate (new), 519
Erythromycin Ethylsuccmate Oral Suspensnon 519
Definition
Reference standard (added)

pH
. Assay (added)
Erylhromycm Ethylsuccinate for Oral Suspension, 519
Definition
R;;ferem‘e standard (added)
p
Loss.on drying
Assay (added)
Er lhromycm Ethylsuccinate Tablets, 520
efinition
Reference standard (added)
Dlsmtegratlon
Weight variation (added)
Loss on drying 3
Water
Assay (added)

Erythromycin Ethylsuccinate and Sulfisoxazole Acetyl for Oral

Suspension, 520
Weight variation (dcleted)
Sterile Erythromycin Gluceptate 520
Definition
Reference standards
Identification (added)
Pyrogen (added)
Safety (added)
Steritity (added)

3S, Addendum a, USP-N

pH
Water
Other requirements
Assay (added)
Erythromycin Lactobionate for Injection, 520
Definition
Reference standards
Identification (added)
Pyrogen (added)
Safety (added)
pH
Water
Other requirements
Assay (added)
Erythromycin Stearate, 521
Reference standards
Identification (added)
Safety (added)
pH
Water
Residue on ignition
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Erythromycin Stearate for Oral Suspension, 521
Definition
Reference standard (added)
pH
Water
Assay (added)
Erythromycin Stearate Tablets, 522
Definition
Reference standard (added)
Disintegration
Weight variation (added)
Loss on drying
Assay (added)
Estradiol Cypionate Injection, 522
Assay (subsection Assay preparation)
Estradiol Valerate, 522
Limit of estradiol
Estradiol Valerate Injection, 522
Limit of estradiol
Estrone, 522
Assay
Ethylnorepinephrine Hydrochloride, 522
Melting range (deleted)
Ethynodiol Diacetate and Mestranol Tablets (new), 523
Ferrous Fumarate, 523
Reference standard (added)
Identification (test A)
Ferrous Gluconate Tablets, 523
Disintegration (deleted)
Dissolution (added)
Fluocinolone Acetonide, 523
Assay (subsections Standard preparation and Assay
preparation)
Fluorometholone, 524
Assay
Fluorometholone Cream, 524
Assay (subsections Internal standard solution and Mobile
solvent, Assay preparation, and Procedure)
Fluorometholone Ophthalmic Suspension (new), 524
Fluorouracil, 525
Fluorine content (subsection Procedure)
Fluoxymesterone Tablets, 525
Content uniformity
Fluphenazine Enanthate, 525
Reference standard
Fluphenazine Hydrochloride Tablets, 525
Dissolution (added)
Flurandrenolide Lotion, 525
Assay
Furazolidone (new), 526
Gallium Citrate Ga 67 Injection, 526
Other requirements (added)
Absorbent Gauze, 526
General characteristics
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Gentamicin Sulfate Ointment, 526
Assay
Glutethimide Capsules, 526
Dissolution (added)
Glutethimide Tablets, 526
Disintegration (deleted)
Dissolution (added)
Glycerin, 527
Readily carbonizable content (deleted)
Glycerin Ophthalmic Solution, 527
Definition
Glycerin Otic Solution, 527
Definition
Glycopyrrolate Injection, 527
Identification
Glycopyrrolate Tablets, 527
Disintegration (deieted)
Dissolution (added)
Griseofulvin, 527
Reference standard
Identification (added)
Melting range
Specific rotation
-Safety (added)
Loss on drying
Residue on ignition.
Heavy metals
Specific surface area
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Griseofulvin Capsules, 528
Definition
Reference standard (added)
Weight variation (added)
Loss on drying
Assay (added) .
Griseofulvin Oral Suspension, 528
Definition
Reference standard (added)
H

p
Assay (added)
Griseofulvin Tablets, 529
Definition
Labeling
Reference standard (added)
Disintegration ;
Weight variation (added)
Loss on drying
Assay (added)
Ultramicrosize Griseofulvin Tablets, 529
Definition
Labeling (deleted)
Reference standard (added)
Weight variation (added)
Loss on drying
Other requirements (deleted)
Assay (added)
Guaifenesin, 529
Heavy metals
Guaifenesin Capsules, 530
Dissolution (added)
Guaifenesin Tablets, 530
Disintegration (deleted)
Dissolution (added)
Guanethidine Monosulfate (new), 530
Haloperidol Tablets, 530
Disintegration (deleted)
Dissolution (added)
Hetacillin, 530
Reference standards
Identification (added)
Safety (added)
pH
Water
Crystallinity (added)
Hetacillin content
Other requirements (deleted)
Assay (added)

Admissions / Changes

Hetacillin for Oral Suspension, 531
Definition
Reference standards (added) .
Identification (added)
pH
Water
Assay (added)

Hetacillin Tablets, 531
Definition
Reference standards (added)
Identification (added)
Dissolution (added)
Weight variation (added)
Water
Assay (added)

Hetacillin Potassium, 532
Definition
Reference standards
Identification (added)
Safety (added)

H

Water
Crysta! inity (added)
Hetacillin content
Other requirements (deleted)
Assay (added)
Hetacillin Potassium Capsules, 532
Definition
Reference standards (added)
Identification (added)
Dissolution (added)
Weight variation (added)
Water
Assay (added) :
Sterile Hetacillin Potassium (new), 533
Hexavitamin Capsules, 533
Assay for vitamin D
Hexavitamin Tablets, 533
Assay for vitamin D
Histidine, 533
Assay
Hydrochlorothiazide Tablets, 533
Dissolution (subsections Medium, Procedure, and
Tolerances)
Hydrocodone Bitartrate Tablets, 533
Disintegration (deleted)
Dissolution (added)
Hydrocortisone Hemisuccinate, 534
Chemical information
Definition
Labeling (added)
Loss on drying
Hydroflumethiazide Tablets, 534
Disintegration (deleted)
Dissolution (added)
Hydrogen Peroxide Concentrate, 534
Acidity (added)
Other requirements ]
Hydromorphone Hydrochloride Injection, 534
Identification
Assay (subsection Standard preparation)
Hydromorphone Hydrochloride Tablets, 534
Identification.
Disintegration (deleted)
Dissolution (added)
Hydroxychloroquine Sulfate Tablets, 535
Disintegration (deleted) i
Dissolution (added) :
Hydroxyzine Hydrochloride Tablets, 535
Assay
Hydroxyzine Pamoate, 535
Reference standards
Pamoic acid content (added)
Assay
Hydroxyzine Pamoate Capsules, 535
Assay
Hydroxyzine Pamoate Oral Suspension, 536
Assay ’ )
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Hyoscyamine Tablets, 536

Disintegration
Ibuprofen, 536

hemical information

Reference standard

Assay (subsections System suitability and Procedure)
Ibuprofen Tablets, 536

Reference standard

Assay (subsection Procedure)
Indomethacin Capsules, 537

Identification
Inulin, 537 ;

Completeness of solution, pH, Chloride, Sulfate, Iron,

Heavy metals, and Reducing sugars (subsections pH
(791) and Chloride {221))
~Sodium Iodide I 123 Capsules, 537
Definition
Radionuclide identification
Radionuclidic purity
Radiochemical purity
Sodium Iodide I 123 Solution, 537
Radiochemical purity
Sodium Iodide I 125 Capsules, 537
Definition
Radionuclide identification
Radiochemical purity
Sodium Iodide I 125 Solution, 537
Radiochemical purity
Sodium Iodide I 131 Capsules, 538
Definition
Radionuclide identification
Radiochemical purity
Sodium Iodide I 131 Solution, 538
Radiochemical purity
Iodochlorhydroxyquin Tablets, 538
Disintegration (deleted)
Dissolution (added)
" Isocarboxazid, 538
Melting range
Isopropamide lodide Tablets, 538
Disintegration (deleted)
Dissolution (added)
Isoproterenol Sulfate, 538
Identification (test A)
Isosorbide Dinitrate Tablets, 539
Dissolution (added)
Isoxsuprine Hydrochloride Tablets, 539
Disintegration (deleted)
Dissolution (added)
Kanamycin Sulfate, 539
Definition
Reference standard
Identification (added)
Safety (added)
H

4
Loss on drying
Residue on ignition
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Kanamycin Sulfate Injection, 539
Safety (added)
Sterile Kanamycin Sulfate (new), 539
Lactose, 539
Specific rotation
Lanolin, 539
Definition
Anhydrous Lanolin, 540
Definition
Acidity (added)
Alkalinity (added)
Water-soluble acids and alkalies (added)
Water-soluble oxidizable substances
Chloride (added)
Ammonia (added)
Other requirements (deleted)
Levodopa, 540
Assay
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Levodopa Capsules, 540
Disintegration (deleted)
Dissolution (added)
Levodopa Tablets, 540
Disintegration (deleted)
Dissolution (added)
Levopropoxyphene Napsylate Capsules, 540
Dissolution (added)
Levorphanol Tartrate Tablets, 540
Disintegration (deleted)
Dissolution (added)
Lidocaine Oral Topical Solution (new), 541
Lidocaine Hydrochloride Topical Solution (new), 541
Sterile Lidocaine Hydrochloride (new), 541
Lidocaine Hydrochloride and Epinephrine Injection, 541
Assay for lidocaine hydrochloride (subsections Mobile phase,
Internal standard sofution, and Procedure)
Assay for epinephrine
Lidocaine Hydrochloride and Epinephrine Bitartrate Injection
(new), 542
Lincomycin Hydrochloride, 542
Other requirements (added)
Assay (subsection Chromatographic system)
Lincomycin Hydrochloride Capsules, 542
Dissolution (added)
Lincomycin Hydrochloride Injection, 543
Definition
Sterile Lincomycin Hydrochloride, 543
Depressor substances
Lindane, 543
Reference standard (added)
Lindane Cream, 543
Reference standard (added)
Assay
Lindane Lotion, 543
Reference standard
Assay
Lindane Shampoo (new), 543 -
Loperamide Hydrochloride Capsules, 543
Disintegration (deleted)
Dissolution (added)
Milk of Magnesia, 544
Definition
Magnesium Carbonate, 544
Heavy metals
Assay
Magnesium Gluconate, 544
Definition
Loss on drying (deleted)
Water (added
Magnesium Gluconate Tablets, 544
Disintegration (deleted)
Dissolution (added)
Manganese Chloride (new), 544
Manganese Chloride Injection (new), 545
Mannitol, 545
Melting range
Maprotiline Hydrochloride (new), 545
Maprotiline Hydrochloride Tablets (new), 546
Mazindol, 546
Reference standard
Clarity and color of solution
Loss on drying
Residue on ignition
Chromatographic purity
Mazindol Tablets, 547
Reference standard
Identification
Mebendazole, 547
Chromatographic purity
Mebendazole Tablets, 547
Identification
Meclocycline Sulfosalicylate, 547
Packaging and storage
Meclofenamate Sodium (new), 547
Meclofenamate Sodium Capsules (new), 548
Melphalan Tablets, 548
Disintegration
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Menadiol Sodium Diphosphate Tablets, 548
Disintegration (deleted
Dissolution (added)
Mercaptopurine Tablets, 548
Assay
Methacycline Hydrochloride, 549
Reference standard
Identification (added)
Absorptivity (deleted)
Safety (added)
pH
" Water
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Methacycline Hydrochloride Capsules, 549
Definition
Reference standard (added)
Weight variation (added)
Water
Assay (added)
Methacycline Hydrochloride Oral Suspension, 549
Definition
Reference standard (added)
H

P
Assay (added)
Methadone Hydrochloride Oral Solution (new), 550
Methadone Hydrochloride Oral Solutlon, 550
Title change :
Methadone Hydrochloride Tablets, 550
Disintegration (deleted)
Dissolution (added)
Methazolamide Tablets, 550
Disintegration (deleted)
Dissolution (added)
Methdilazine Hydrochloride Tablets, 550
Disintegration (deleted)
Dissolution (added)
Methicillin Sodium, 551
Title change
Definition
Packaging and storage
Reference standard
Identification (added)
Pyrogen (added)
Safety (added)
Sterility (added)
H

Water
Crystallinity (added)
Methicillin content
Other requirements (deleted)
Assay (added)
Methicillin Sodium for Injection, 551
Definition
" Reference standard (added)
Lonstituted solution (added)
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Water
Other requirements
Assay (added)
Methocarbamol Injection, 552
Assay .
Methocarbamol Tablets, 552
Assay
Methotrexate Tablets, 552
Disintegration (deleted)
Dissolution (added)
Methscopolamine Bromide Tablets, 552
Disintegration
Methsuximide Capsules, 552
Dissolution (added)
Methylcellulose, 552
. Heavy metals

A

Admissions /| Changes

Methylphenidate Hydrochloride Tablets, 552
Disintegration (deleted)
Dissolution (added)

Methyprylon Capsules, 553
Dissolution (added)

Methyprylon Tablets, 553
Disintegration (deleted)
Dissolution (added)

Metyrosine (new), 553

Metyrosine Capsules (new), 554

Sterile Mezlocillin Sodium (new), 554

Minocycline Hydrochloride Tablets, 555
Reference standard (added)
Disintegration (deleted)
Dissolution (added)

Mitomycin, 555
Identification (test B)

Safety

Mitomycin for Injection, 555
Pyrogen

Mitotane Tablets, 555
Disintegration

Monobenzore, 555
Reference standard

Moxalactam Disodium for Injection (new), 556

Nafcillin Sodium, 556
Definition
Reference standard
Identification (added)

Safety (added)

pH

Water

Crystallinity (added)
Nafcillin content

Other requirements (deleted)
Assay (added)

Nafcillin Sodium Capsules, 557
Definition
Reference standard
Weight variation (added)

Water
Assay (added)

Nafcillin Sodium for Injection, 557
Definition :

Reference standard (added)
Constituted solution (added)
Pyrogen (added)
Safety (added)
Sterility (added)

H

Water

Other requirements

Assay (added)
Nafcillin Sodium for Oral Solution, 558

Definition

Reference standard (added)

pH

Water

Assay (added)
Sterile Nafcillin Sodium (new), 558
Nafcillin Sodium Tablets, 558

Definition

Reference standard

Weight variation (added)

Water

Assay (added)
Naproxen Sodium (new), 558
Naproxen Sodium Tablets (new), 559
Nal;z{mycin Ophthalmic Suspension, 559

P
Nitrofurantoin, 559
Nitrofurazone
Nortriptyline Hydrochloride Capsules, 559
Dissolution (subsections Procedure and Tolerances)
Nylidrin Hydrochloride, 560
Assay
Nylidrin Hydrochloride Tablets, 560
Assay
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Oxacillin Sodium, 560
Definition
Reference standard
Identification (added)
Safety (added)
pH
Water
Crystallinity (added)
Oxacillin content
Other requirements (deleted)
Assay (added)

Oxacillin Sodium Capsules, 561
Definition
Reference standard
Weight variation (added)
Water
Assay (added)

Oxacillin Sodium for Injection, 561
Reference standard (added)
Pyrogen (added)

Safety (added)
Sterility (added) :

Weight variation (added)

H

p
Water
Other requirements (deleted)
Assay (added)
Oxacillin Sodium for Oral Solution, 561
Definition
Reference standard (added)
pH
Water
Assay (added)
Sterile Oxacillin Sodium (new), 561
Oxyphencyclimine Hydrochloride Tablets, 562
Dissolution
Oxytetracycline, 562
Definition
Reference standard
Identification (added)
Absorptivity (deleted)
Safety (added)
pH
Water
Crystallinity (added)
Other requirements (deleted)
Assay (added)
Oxytetracycline Injection, 562
Definition
Packaging and storage
Reference standard (added)
Depressor substances (added)
Pyrogen (added)
Safety (added)
Sterility (added)
H

Other requirements (deleted)
Assay (added)

Sterile Oxytetracycline (new), 563

Oxytetracycline Tablets, 563
Definition
Reference standard (added)
Disintegration (deleted)
Dissolution (added)

Weight variation (added)
Water
Assay (added)

Oxytetracycline Hydrochloride, 563
Definition :
Reference standard
Identification (added)
Absorptivity (deleted)

Safety (added)
H

p

Loss on drying

Crystallinity (added)

Other requirements (deleted)
Assay (added)
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Oxytetracycline Hydrochloride for Injection, 564
Definition
Reference standard (added)
Constituted solution (added)
Safety (added)
H

p

Loss on drying

Other requirements

Assay (added) .
Sterile Oxytetracycline Hydrochloride (new), 564
Papaverine Hydrochloride Tablets, 564

Dissolution (subsection Procedure)
Paromomycin Sulfate Capsules, 565

Assay
Pectin, 565

Starch (deleted)

Sugars and organic acids (added)
Penicillin G Benzathine, 565

Definition

Reference standards

Safety (added)

H

Water

Crystallinity (added)
Penicillin G content

Other requirements (deleted)
Assay (added)

Sterile Penicillin G Benzathine (new), 565

Penicillin G Benzathine Oral Suspension, 566
Definition
Reference standard (added)
pH
Assay (added)

Sterile Penicillin G Benzathine Suspension, 566
Definition
Reference standard (added)
Pyrogen (added)

Safety (added)
Sterility (added)
pH

Other requirements
Assay (added)

Penicillin G Benzathine Tablets, 566
Definition
Reference standard (added)
Disintegration '
Weight variation (added)

Water
Assay (added)

Penicillin G Potassium (new), 567

Penicillin G Potassium Capsules, 567
Definition
Reference standard (added)
Dissolution (added)

Weight variation (added)
Loss on drying
Assay (added)

Penicillin G Potassium for Injection, 568
Definition
Packaging and storage
Reference standard (added)
Pyrogen (added)

Safety (added)

pH

Loss on drying
Penicillin G content
Crystallinity (added)
Other requirements
Assay (added)

Penicillin G Potassium for Oral Solution, 568
Definition
Reference standard (added)
pH
Water
Assay (added) ;

Sterile Penicillin G Potassium, 569
Graphic formula (deleted)
Chemical information (deleted)
Definition
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Reference standard
Pyrogen (added)
pH (deleted)
Loss on drying (deleted)
Penicillin G content (deleted)
Other requirements
Assay (added)
Penicillin G Potassium Tablets, 569
Definition
Reference standard (added)
Disintegration (deleted)
Dissolution (added)
Weight variation (added)
Loss on dryin,
Assay (added§
Penicillin G Potassium Tablets for Oral Solution, 570
Definition
Reference standard (added)
Loss on drying
Other requirements (added)
Penicillin G Procaine, 570
Title change
Definition
Packaging and storage
Reference standard
Identification (added)
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Water
Crystallinity (added)
Penicillin G content
Other requirements (deleted)
Assay (added)
Sterile Penicillin G Procaine Suspension, 571
Definition
Reference standard (added)
Identification (added)
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Other requirements
Assay (added)
Sterile Penicillin G Procaine for Suspension (new), 571
Sterile Penicillin G Procaine with Aluminum Stearate
Suspension, 572
Definition
Reference standard (added)
Sterility (added) :
Water
Other requirements
Assay (added)
Penicillin G Sodium for Injection, 572
Definition
Packaging and storage
Reference standard (added)
Constituted solution (added)
pH
Loss on drying
Crystallinity (added)
Penicillin G content
Other requirements
Assay (added)
Sterile Penicillin G Sodium, 572
Definition
Reference standards
Constituted solution (added)
Identification (added)
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Loss on drying
Crystallinity (added)
Penicillin G content
Other requirements
Assay (added)

Admissions /| Changes

Penicillin V, 573
Reference standard
Safety (added)

H

Water
Crystallinity (added)
Penicillin V content
Other requirements (deleted)
Assay (added)

Penicillin V for Oral Suspension, 574
Definition
Labeling (added)
Reference standard (added)
pH
Water
Assay (added)

Penicillin V Tablets, 574
Definition
Labeling (added)
Reference standard
Weight variation (added)
Water
Assay (added)

Penicillin V Benzathine, 574
Reference standard
Safety (added)
pH
Water
Crystallinity (added)
Penicillin V content
Other requirements (deleted)
Assay (added)

Penicillin V Benzathine Oral Suspension, 575
Definition
Labeling (added)
Reference standard (added)
pH
Assay (added)

Penicillin V Hydrabamine, 575
Reference standard
Safety (added)

H

Water
Crystallinity (added)
Penicillin V content
Hydrabamine absorptivity
Other requirements (deleted)
Assay (added)
Penicillin V Hydrabamine Oral Suspension, 576
Definition
Labeling (added)
Reference standard (added)

pH
Assay (added)
Penicillin V Hydrabamine Tablets, 576
Definition
Labeling
Reference standard (added)
Weight variation (added)
Loss on drying
Assay (added)
Penicillin V Potassium, 577
Reference standard
Safety (added)
H

p
Loss on drying
Crystallinity (added)
Penicillin V content
Other requirements (deleted)
Assay (added)
Penicillin V Potassium for Oral Solution, 577
Definition
Labeling (added)
Reference standard (added)
pH
Water
Assay (added)
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Penicillin V Potassium Tablets, 577
Definition
Labeling (added)

Reference standard (added)
Disintegration (deleted).
Dissolution (added)

Weight variation (added)
Loss on drying

Assay (added)

Pentazocine Hydrochloride and Aspirin Tablets, 578
Non-aspirin salicylates (subsection Procedure)
Dissolution (subsection Determination of dissolved

. °' pentazocine)

Pentobarbital Sodium Capsules, 579
Dissolution (added)

Phenacemide, 579
Identification (test B)

Phenethicillin Potassium, 579
Reference standards
Identification (added)

Safety (added)
H

P
Loss on drying
Crystallinity (added)
Phenethicillin content
L-Phenethicillin potassium content
Other requirements (deleted)
Assay (added)
Phenethicillin Potassium for Oral Solution, 580
Definition
Reference standard (added)
Water
Assay (added)
Phenethicillin Potassium Tablets, 580
Definition
Reference standard (added)
Weight variation (added)
Water
Assay (added)
Phenobarbital Tablets, 580
Disintegration (deleted)
Dissolution (added)
Phenoxybenzamine Hydrochloride Capsules, 580
Dissolution (added)
Phensuximide Capsules, 580
Dissolution (added)
Phentermine Hydrochloride (new), 581
Phentolamine Hydrochloride Tablets, 581
Disintegration (deleted) .
Dissolution (added)
Phenytoin Tablets, 581
Assay
Phenytoin Sodium Injection (new), 581
Physostigmine, 582
Specific rotation
Pilocarpine Hydrochloride Ophthalmic Solution, 582
Assay
Pilocarpine Nitrate Ophthalmic Soluuon 582
Assay
Piperacetazine Tablets, 582
Disintegration (deleted)
Dissolution (added)
Sterile Piperacillin Sodium (new), 582
Pipobroman Tablets, 583
Disintegration
Polymyxin B Sulfate, 583
Definition
Reference standard
Identification (added)
Safety (added)
H

p
Loss on drying
Other requirements
Assay (added)

Sterile Polymyxin B Sulfate, 584
Definition
Reference standard
Constituted solution (added)
Pyrogen (added) ;
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Sterility (added)
Residue on ignition
Heavy metals
Other requirements
Assay (added)
Polythiazide Tablets, 584
Disintegration (deleted)
Dissolution (added)
Potassium Gluconate Tablets, 584
Dissolution (subsection Apparatus)
Potassium Iodide Tablets, 584
Assay
Potassium Permanganate, 584.
Assay
Dibasic Potassium Phosphate, 585
Monobasic or tribasic salt
Potassium Phosphates Injection, 585
Definition
Packaging and storage
Labeling
pH (deleted)
Assay for potassium (deleted)
Assay for phosphate (deleted)
Assay for monobasic potassium phosphate (added)
Assay for dibasic potassium phosphate (added)
Povidone-Iodine Topical Aerosol Solution, 585
Assay
Povidone-Iodine Topical Solution, 586
pH
Assay
Prazepam, 586
Reference standards
Identification (test C)
Related compounds (added)
Prazepam Capsules (new), 586
Prazepam Tablets, 587
Identification
Content uniformity
Assay
Prednisone Tablets, 587
Dissolution (subsections Procedure and Tolerances)
Probenecid and Colchicine Tablets (new), 587
Promethazine Hydrochloride Tablets, 588
Disintegration (deleted)
Dissolution (added)
Propoxycaine and Procaine Hydrochlondes and Norepinephrine
Bitartrate Injection, 588
Reference standards
Assay for norepinephrine (subsections Ferro-citrate Solution,
Buffer Solution, and Standard Preparation and
Procedure)
Propoxyphene Hydrochloride Capsules, 588
Identification
Propylthiouracil, 589
Identification
Assay
Propylthnouracxl Tablets, 589
Identification
Pyrimethamine Tablets, 589
Disintegration (deleted)
Dissolution (added)
Quinine Sulfate Capsules, 589
Definition
Dissolution (added)
Reserpine and Hydrochlorothiazide Tablets, 589
Content uniformity (subsection Apparatus)
Reserpine, Hydralazine Hydrochloride, and
Hydrochlorothiazide Tablets, 590
Content uniformity (subsections Apparatus and Procedure)
Riboflavin 5’-Phosphate Sodium (new), 590
Rolitetracycline, 591
Title change
Definition
Packaging and storage
Reference standard
Identification (added)
Absorptivity (deleted)
Depressor substances (added)
Pyrogen (added)
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Safety (added)
Sterility (added)
pH
Water

_Crystallinity (added)

"~ Other requirements (deleted)
Assay (added)

Rolitetracycline for Injection, 591
Definition
Reference standard (added)
Constituted solution (added)
Depressor substances (added)
Pyrogen (added)
Safety (added)
Sterility (added)

H

P

Loss on drying

Other requirements (deleted)

Assay (added)
Salicylic Acid Topical Foam (new), 592
Simethicone, 593 »

Graphic formula

Chemical information

Loss on heating

Defoaming activity (subsection Foaming solution)
Simethicone Emulsion (new), 593
Simethicone Oral Suspension, 593

Defoaming activity (subsection Foaming solution)
Sodium Bicarbonate, 593

Definition

Labeling (deleted)
Sodium Bicarbonate Oral Powder (new), 593
Sodium Nitroprusside, 593

Reference standard
Sterile Sodium Nitroprusside, 594

Reference standard
Sodium Phosphates Injection, 594

Definition

Packaging and storage

Labeling

pH (deleted)

Assay for sodium (deleted)

Assay for phosphate (deleted)

Assay for monobasic sodium phosphate (added)

Assay for dibasic sodium phosphate (added)
Soybean Oil, 594 .

Saponification value
Streptomycin Sulfate Injection, 594

Definition

Reference standard (added)

H

Other requirements
Assay (added)

Sterile Streptomycin Sulfate, 595
Reference standard
Constituted solution (added)
Identification (added)
Depressor substances (added)
Pyrogen (added)

Safety (added)
Sterility (added)
pH

Loss on drying
Other requirements
Assay (added)

Sulfabenzamide (new), 595

Sulfacetamide (new), 596

Sulfasalazine Tablets, 596
Disintegration (deleted)

‘Dissolution (added)

Sulfathiazole (new), 596

Sulfathiazole, Sulfacetamide, and Sulfabenzamide Vaginal

Cream (new), 596

Sulfathiazole, Sulfacetamide, and Sulfabenzamide Vaginal

Tablets (new), 597
Sulfinpyrazone Capsules, 597
Dissolution (added)

Admissions | Changes

Sulfinpyrazone Tablets, 597
Disintegration (deleted)
Dissolution (added)

Sulindac Tablets, 598
Dissolution (subsection Medium)
Content uniformity

Talbutal Tablets, 598
Disintegration (deleted)
Dissolution (added)

Tamoxifen Citrate (new), 598

Tamoxifen Citrate Tablets (new), 599

Technetium Tc 99m Albumin Aggregated Injection, 599

Radiochemical purity
Sodium Pertechnetate Tc 99m Injection, 600
Chemical purity (subsection Procedure)
Terbutaline Sulfate Tablets, 600
Disintegration (deleted)
Dissolution (added)
Testolactone Tablets, 600
Disintegration (deleted)
Dissolution (added)

Theophylline, Ephedrine Hydrochloride, and Phenobarbital

Tablets, 600
Identification
Assay
Theophylline Sodium Glycinate Tablets, 601
Disintegration (deleted)
Dissolution (added)

_ Thiethylperazine Maleate Tablets, 601

Disintegration (deleted)
Dissolution (added)
Thioguanine Tablets, 601 -
Dissolution (subsections Standard preparation and
Procedure)
Thioridazine Hydrochloride Tablets, 601
Disintegration (deleted)
Dissolution (added)
Sterile Ticarcillin Disodium, 601
Definition
Reference standard
Constituted solution (added)
Identification (added)
Pyrogen (added)
Safety (added)
Sterility (added)
pH
Water
Ticarcillin content
Other requirements (deleted)
Assay (added)
Tobramycin, 602
Water
Tobramycin Ophthalmic Ointment (new), 602
Tolmetin Sodium Tablets, 602
Disintegration (deleted)
Dissolution (added)
Tranylcypromine Sulfate Tablets, 603
Disintegration (deleted)
Dissolution (added)
Triamcinolone Tablets, 603
Disintegration (deleted)
Dissolution (added)
Triamterene, 603
Assay
Trichlormethiazide Tablets, 603
Disintegration (deleted)
Dissolution (added)
Triflupromazine Hydrochloride Tablets, 603
Disintegration (deleted)
Dissolution (added)
Trimeprazine Tartrate Tablets, 603
Disintegration (deleted)
Dissolution (added)
Trimethoprim Tablets (new), 603
Trisulfapyrimidines Oral Suspension, 604
Definition

Assay (subsections Assay preparation and Procedure)
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Trisulfapyrimidines Tablets, 604
Definition
Assay (subsection Procedure)
Crystallized Trypsin, 605
Assay (subsection Procedure)
Uracil Mustard Capsules, 605
Disintegration (added)
Vidarabine Concentrate for Injection, 605
Pyrogen
Assay (subsection Procedure)
Vincristine Sulfate,.605
Chemical information
Definition
Reference standard
Related substances (added)
Assay
Vincristine Sulfate for Injection, 606
Reference standard
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Assay
Sterile Viomycin Sulfa!c 606

. Assay (subsections Assay preparation 1, Assay preparation '

2, and Assay preparation 3)
Vitamin E, 606
Assay for alpha tocopherol (subsections Chromatograpluc
system, {/Ntem suitability, and Procedure)
Bacteriostatic Water forInjection, 607 :
Chloride (deleted)
Other requirements
Zinc Chloride Injection (new), 607
Zomepirac Sodium Tablets, 607
Dissolution (subsection Tolerances)
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(151) Pyrogen Test, 612

Apparatus and Diluents
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LIMIT TESTS
(241) Iron, 612
Test Preparation
(281) Residue on Ignition, 612

OTHER TESTS AND ASSAYS

(401) Fats and Fixed Oils, 614
Acid Value (Free Fatty Acids)
(581) Vitamin D Assay, 614
Chromatographic Method (added)
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(611) Alcohol Determination, 615
Method I1—Gas-liquid Chromatographic Method
(subsections Solutions and Procedure)
(621) Chromatography, 616
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Thin-layer Chromatography
Continuous Development Thin-layer Chromatography
(added)
Column Chromatography (subhead Column Partition
Chromatography)
Pressurized Liquid Chromatography
Gas Chromatography
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Glossary of Symbols
Chromatographic Reagents (added)
(681) Content Uniformity, 622
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622
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(791) pH, 623
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Procedure (subsection Spectrophotometry)
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(1101) Medicine Dropper, 627
(1111) Microbiological Attributes of Non-sterile
Pharmaceutical Products, 627
(1151) Pharmaceutical Dosage Forms, 627
Tablets (subhead Manufacture, subsection Weight Vanatzon
and Content Uniformity)
(1221) Teaspoon, 627

Reagents, lhdiéators, and Solutions
REAGENTS

REAGENT SPECIFICATIONS

Alumina (new), 629
Cetylpyridinium Chloride (new), 629
Cupric Nitrate (new), 629
Estradiol (new), 629
Hydrocortisone (new), 629
Mercuric Nitrate, 629
Packings for High-pressure Liquid Chromatography, 629
L13 (added)
Phases, Liquid, for Gas and High-pressure Liquid
Chromatography, 629
G26 (added)
G27 (added)
G28 (added)
G29 (added)
Phenacetin (new), 629
Propionic Anhydride (new), 629
Pyrilamine Maleate (new), 629
Sulfapyridine (new), 629
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S7 (added)

SOLUTIONS
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Methyl Red TS, Methanolic, 630
Starch Iodide Paste TS, 630

Reference Tables-

Description and Relative Solubility of USP and NF Articles, 631

Beta Carotene (new)
Calcium Silicate (new)
Cetostearyl Alcohol (new)
Chromic Chloride (new)
Clocortolone Pivalate (new)
Croscarmellose Sodium (new)
Crospovidone (new)

Cupric Chloride (new)
Dehydroacetic Acid (new)
Dextrates (new)

Dextrose Excipient (new)
Diethanolamine (new)
Diethyl Phthalate (new)
Red Ferric Oxide (new)
Yellow Ferric Oxide (new)
Furazolidone (new)
Isopropyl Palmitate (new)



