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*Guidance for industry, Waiver of In Vivo Bioavailability and
Bioequivalence Studies for Inmediate Release Solid Oral
Dosage Forms Based on a Biopharmaceutics Classification

System.

August 2000, CDER/FDA.
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- $- - 00
- <45 > 0.01 mg/ml
- , #, , (6.5
> 1mg/ml,
BCS.
Intrinsic solubility: 0.064 mg/mlL
pKa=4.39
*
| cH
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2 4 6
pH
+ _ L (
B
(mg/mL) (mg/mL) (mg)
Fenoprofen 4.5 85 0.1 >3.1 200
Flurbiprofen 4.3 92 0.007 2.6 100
Ibuprofen 4.4 =80 0.06 2.3 200
Ketoprofen 4.6 100 0.13 >1.4 75
Naproxen 4.2 99 0.005 >2.5 200
Oxaprozin 4.3 95 — 100 0.004 1.7 600
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Acebutolol

0.91 — 1.01 0.96 — 1.04
Captopril 0.88 — 1.03 0.88 —1.17
Doxazosin 0.94 — 1.08 0.91 — 1.05
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Abacavir Diazepam Ketorolac Phenylalanine
Albuterolb Diltiazem Ketoprofen Prednisolone
Acetaminophen Diphenhydramine Labetolol Primaquine
Allopurinol Disopyramide Levamisole Promazine
Amitryptyline Doxepin Levodopa Promethazine
Antipyrine Enalapril Lidocaine Propranolol
Buspirone Ergonovine Meperidine Pyranzinamide
Caffeine Ergotamine Metoprolol Quinidine
Chloramphenicol  Ethinyl estradiol Metronidazole Quin
Chlorpheniramine  Fluoxetine Midazolam Rosiglitazone
Codeine Glucose Minocycline Salicyclic acid
Colchicine Hydralazine Misoprostol Theophylline
Cyclophosphamide Imipramine Morphine Valproic acid
Desipramine Isoniazid Nifedipine Verapamil
Dexamethasone Isosorbid dinitrate  Phenobarbital  Zidime
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Albendazole Diclofenac Ketoconazole  Praziquantel
Amiodarone Diflunisal Lansoprazole Raloxifene
Atorvastatin Efavirenz Lopinavir Rifampin
Azathioprine Flurbiprofen Lovastatin Ritonavir
Azithromycin  Glipizide Mebendazole Saquinavir
Carbamazepine Glyburide Mefloquin Sirolimus
Carvedilol Griseofulvin Nalidixic acid ~ Spironolactone
Chlorpromazine Haloperidol Naproxen Sulfamethoxazole
Cisapride Ibuprofen Nelfinavir Tacrolimus
Clofazamine Indinavir Nevirapine Tamoxifen
Cyclosporine Indomethacin ~ Oxaprozin Terfenadine
Danazol Itraconazole Phenytoin Warfarin
Dapsone Ivermectin Piroxicam
$- - (0]0)
Acyclovir Ciprofloxacin  Folinic acid Nadolol
Amiloride Cimetidine Ganciclovir Neostigmine
Amoxicillin Cloxacillin Hydrochlorothiazide  Pravastati
Atenolol Dicloxacillin Lamivudine Penicillins
Atropine Doxycycline Levofloxacin Pyridostigmine
Bisphosphonates Ephedrine Lisinopril Ranitidine
Bidisomide Erythromycin  Lithium Riboflavin
Captopril Ethambutol Lomefloxacin Tetracycline
Cefazolin Famotidine Metformin Trimethoprim
Cetirizine Fexofenadine Methotrexate Valsartan
Chloroquine Fluconazole Metoclopramide Zalcitabine
$- - 0]0]0)
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Acetazolamide
Aluminum hydroxide
Amphotericin
Chlorthalidone
Chlorothiazide
Ciprofloxacin
Colistin
Digoxin
Furosemide
Neomycin
Nystatin

Ofloxacin
Phenazopyridine
Talinolol
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