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Antibiotics-related USP-NF Documentary Standards and USP Reference Standards 

Below are the antibiotic-related monographs and chapters published and official in the United States 
Pharmacopeia-National Formulary (USP-NF) that support the quality of antibiotic medicines. We also 
offer Reference Standards, highly characterized physical specimens that are suitable for use in 
compendial testing. These reference standards, in combination with their associated documentary 
standard(s), help ensure the identity, strength, quality, and purity of antibiotic medicines. 

 

USP-NF Documentary Standard Related USP Reference Standards 

USP General Chapters 

Qualification of Raw Materials 

<426> Histamine Test Methods Histamine Dihydrochloride 

<1083> Supplier Qualification  

<1149> Guidelines for Assessing and Controlling the Physical 
Stability of Chemical and Biological Pharmaceutical Raw Materials, 
Intermediates, and Dosage Forms 

 

Media Preparation and Sterilization 

 <1229> Sterilization of Compendial Articles  

Drug Substance Testing 

<81> Antibiotics—Microbial Assays  

<197> Spectrophotometric Identification Tests  

<425> Iodometric Assay– Antibiotics  

<1223.1> Validation of Alternative Methods to Antibiotic Microbial 
Assays 

 

<621> Chromatography  

<85> Bacterial Endotoxins Test Endotoxin 

<695> Crystallinity  

<791> pH  

<921> Water Determination Sodium Tartrate Dihydrate 

Formulation & Drug Product Testing 

<1> Injections and Implanted Drug Products  

<71> Sterility Tests  

<788> Particulate Matter in Injections Particle Count Set 

<905> Uniformity of Dosage Units  

<711> Dissolution 
Dissolution Performance Verification 
Standard - Prednisone 

<1080> Bulk Pharmaceutical Excipients—Certificate of Analysis  

Packaging & Distribution 

<7> Labeling  

<659> Packaging and Storage Requirements  

<1079> Risks and Mitigation Strategies for the Storage and 
Transportation of Finished Drug Products 

 

       Effective: 22 DEC 2023  

https://doi.usp.org/USPNF/USPNF_M13935_02_01.html
https://store.usp.org/product/1309009
https://doi.usp.org/USPNF/USPNF_M6562_02_01.html
https://doi.usp.org/USPNF/USPNF_M14795_02_01.html
https://doi.usp.org/USPNF/USPNF_M14795_02_01.html
https://doi.usp.org/USPNF/USPNF_M14795_02_01.html
https://doi.usp.org/USPNF/USPNF_M7408_02_01.html
https://doi.usp.org/USPNF/USPNF_M98820_04_01.html
https://doi.usp.org/USPNF/USPNF_M98947_05_01.html
https://doi.usp.org/USPNF/USPNF_M99185_02_01.html
https://doi.usp.org/USPNF/USPNF_M9153_01_01.html
https://doi.usp.org/USPNF/USPNF_M9153_01_01.html
https://doi.usp.org/USPNF/USPNF_M99380_03_01.html
https://doi.usp.org/USPNF/USPNF_M98830_02_01.html
https://store.usp.org/product/1235503
https://doi.usp.org/USPNF/USPNF_M99455_01_01.html
https://doi.usp.org/USPNF/USPNF_M99590_02_01.html
https://doi.usp.org/USPNF/USPNF_M99710_02_01.html
https://store.usp.org/product/1614909
https://doi.usp.org/USPNF/USPNF_M98730_03_01.html
https://doi.usp.org/USPNF/USPNF_M98810_01_01.html
https://doi.usp.org/USPNF/USPNF_M99586_02_01.html
https://store.usp.org/product/1500502
https://doi.usp.org/USPNF/USPNF_M99694_01_01.html
https://doi.usp.org/USPNF/USPNF_M99470_02_01.html
https://store.usp.org/product/1222818
https://store.usp.org/product/1222818
https://doi.usp.org/USPNF/USPNF_M321_03_01.html
https://doi.usp.org/USPNF/USPNF_M4908_11_01.html
https://doi.usp.org/USPNF/USPNF_M2773_06_01.html
https://doi.usp.org/USPNF/USPNF_M99798_05_01.html
https://doi.usp.org/USPNF/USPNF_M99798_05_01.html
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Antibiotics-related USP-NF Documentary Standards and USP Reference Standards 

Featured Antibiotic Families 
 

Antibiotic family API Impurity System Suitability / 
Other Compendial Uses 

Amoxicillin Amoxicillin Amoxicillin Related Compound: 

A / C / D / F / G / H / I / J / D and E 

Clavulanate Lithium 

  Clavam-2-carboxylate Potassium  
Amphotericin B Amphotericin B   
Azithromycin Azithromycin Azithromycin Related Compound: F / H  

  Desosaminylazithromycin  

  N-Demethylazithromycin  

  3'-N-Demethyl-3'-N-[(4-
methylphenyl)sulfonyl]azithromycin 

 

  Azaerythromycin A  

  Azithromycin N-Oxide  
Bacitracin Zinc Bacitracin Zinc   
Bleomycin Sulfate Bleomycin Sulfate   
Capreomycin Sulfate Capreomycin Sulfate   

Chlortetracycline Hydrochloride Chlortetracycline 
Hydrochloride  

 

Ciprofloxacin Ciprofloxacin Ciprofloxacin Related Compound A  
Ciprofloxacin Hydrochloride Ciprofloxacin 

Hydrochloride Ciprofloxacin Ethylenediamine Analog 
 

  Ciprofloxacin Formamide  

  Fluoroquinolonic Acid  
Clarithromycin Clarithromycin Clarithromycin Related Compound A Clarithromycin Identity 
Clindamycin Hydrochloride Clindamycin 

Hydrochloride 
Clindamycin 2,3-Dipalmitate Clindamycin Phosphate System 

Suitability 
Clindamycin Phosphate Clindamycin 

Phosphate Clindamycin 3-Phosphate 
 

Clindamycin Palmitate Hydrochloride Clindamycin 
Palmitate 
Hydrochloride  

 

 Lincomycin 
Hydrochloride  

 

Colistimethate Sodium Colistimethate 
Sodium Colistimethate Mixture A 

 

  Colistimethate Mixture B  
Colistin sulfate Colistin Sulfate   

Dihydrostreptomycin Sulfate Dihydrostreptomycin 
Sulfate  

 

Erythromycin Erythromycin   
Erythromycin System Suitability 
Mixture 

Erythromycin Ethylsuccinate Erythromycin 
Ethylsuccinate   

 

Erythromycin Lactobionate for injection Erythromycin 
Lactobionate  

 

Gentamicin Sulfate Gentamicin Sulfate    
Gramicidin Gramicidin    

https://doi.usp.org/USPNF/USPNF_M4100_06_01.html
https://store.usp.org/product/1031503
https://store.usp.org/searchresults?Ntt=Amoxicillin%20Related%20Compound*&Rdm=192&searchType=simple&type=search
https://store.usp.org/product/1031514
https://store.usp.org/product/1031536
https://store.usp.org/product/1031547
https://store.usp.org/product/1031569
https://store.usp.org/product/1031570
https://store.usp.org/product/1031616
https://store.usp.org/product/1031591
https://store.usp.org/product/1031605
https://store.usp.org/product/1031558
https://store.usp.org/product/1134426
https://store.usp.org/product/1134404
https://doi.usp.org/USPNF/USPNF_M4340_02_01.html
https://store.usp.org/product/1032007
https://doi.usp.org/USPNF/USPNF_M6740_05_01.html
https://store.usp.org/product/1046056
https://store.usp.org/searchresults?Ntt=Azithromycin%20Related%20Compound*&Rdm=307&searchType=simple&type=search
https://store.usp.org/product/1046045
https://store.usp.org/product/1046023
https://store.usp.org/product/1046078
https://store.usp.org/product/1046089
https://store.usp.org/product/1A00840
https://store.usp.org/product/1A00840
https://store.usp.org/product/1045600
https://store.usp.org/product/1046090
https://doi.usp.org/USPNF/USPNF_M6910_01_01.html
https://store.usp.org/product/1048007
https://doi.usp.org/USPNF/USPNF_M9835_04_01.html
https://store.usp.org/product/1076308
https://doi.usp.org/USPNF/USPNF_M12358_03_01.html
https://store.usp.org/product/1091006
https://doi.usp.org/USPNF/USPNF_M16940_01_01.html
https://store.usp.org/product/1129007
https://store.usp.org/product/1129007
https://doi.usp.org/USPNF/USPNF_M17865_04_01.html
https://store.usp.org/product/1134313
https://store.usp.org/product/1134346
https://doi.usp.org/USPNF/USPNF_M17870_04_01.html
https://store.usp.org/product/1134335
https://store.usp.org/product/1134335
https://store.usp.org/product/1134324
https://store.usp.org/product/1134459
https://store.usp.org/product/1278302
https://doi.usp.org/USPNF/USPNF_M17990_05_01.html
https://store.usp.org/product/1134379
https://store.usp.org/product/1134380
https://store.usp.org/product/1134390
https://doi.usp.org/USPNF/USPNF_M18160_02_01.html
https://store.usp.org/product/1136002
https://store.usp.org/product/1136002
https://store.usp.org/product/1135892
https://store.usp.org/product/1138019
https://store.usp.org/product/1138019
https://doi.usp.org/USPNF/USPNF_M18280_05_01.html
https://store.usp.org/product/1138008
https://store.usp.org/product/1138008
https://store.usp.org/product/1A00321
https://doi.usp.org/USPNF/USPNF_M18220_02_01.html
https://store.usp.org/product/1137005
https://store.usp.org/product/1137005
https://store.usp.org/product/1137005
https://store.usp.org/product/1367005
https://store.usp.org/product/1367005
https://doi.usp.org/USPNF/USPNF_M19880_04_01.html
https://store.usp.org/product/1147009
https://store.usp.org/product/1147009
https://store.usp.org/product/1148012
https://store.usp.org/product/1148023
https://doi.usp.org/USPNF/USPNF_M19920_02_01.html
https://store.usp.org/product/1148001
https://doi.usp.org/USPNF/USPNF_M26120_03_01.html
https://store.usp.org/product/1203008
https://store.usp.org/product/1203008
https://doi.usp.org/USPNF/USPNF_M30180_04_01.html
https://store.usp.org/product/1242000
https://store.usp.org/product/1248017
https://store.usp.org/product/1248017
https://doi.usp.org/USPNF/USPNF_M30320_05_01.html
https://store.usp.org/product/1245008
https://store.usp.org/product/1245008
https://doi.usp.org/USPNF/USPNF_M30450_04_01.html
https://store.usp.org/product/1247003
https://store.usp.org/product/1247003
https://doi.usp.org/USPNF/USPNF_M34850_04_01.html
https://store.usp.org/product/1289003
https://doi.usp.org/USPNF/USPNF_M35850_02_01.html
https://store.usp.org/product/1298004
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Levofloxacin 
Levofloxacin 

Levofloxacin Related Compound : A / C 
/ B 

 

 Ofloxacin R-Ofloxacin  
Moxifloxacin Hydrochloride Moxifloxacin 

Hydrochloride 
Moxifloxacin Related Compound: 

 A / F / G / B / C / D / E 

 

Neomycin Sulfate 
Neomycin Sulfate  

Neomycin B  

Neomycin Sulfate System 
Suitability 

Novobiocin Sodium Novobiocin   
Nystatin Nystatin   
Paromomycin Sulfate Paromomycin Sulfate    

Penicillin G Potassium Penicillin G 
Potassium   

 

Polymyxin B Sulfate Polymyxin B Sulfate   
Sisomicin Sulfate Sisomicin Sulfate    
Thiostrepton Thiostrepton    
Tobramycin Tobramycin Kanamycin Sulfate  
Tylosin Tylosin    
Tylosin Tartrate Tylosin Tartrate    

Vancomycin Hydrochloride Vancomycin 
Hydrochloride   

 

         Effective: 22 DEC 2023 

For additional antibiotics, including associated documentary standards, antibiotic active pharmaceutical 
ingredients (APIs), antibiotic impurities, antibiotic system suitability, pharmaceutical analytical impurities (PAIs), 
and products for other compendial and non-compendial uses, please visit: 
https://www.usp.org/biologics/antibiotics 
 
 
  

 

https://online.uspnf.com/uspnf/document/1_GUID-0202483A-5166-4ED5-8C7E-2B66454573CA_7_en-US?source=Search%20Results&highlight=LEVOFLOXACIN
https://store.usp.org/product/1362103
https://store.usp.org/searchresults?Ntt=Levofloxacin%20Related%20Compound*&Rdm=697&searchType=simple&type=search
https://store.usp.org/product/1362114
https://store.usp.org/product/1362136
https://store.usp.org/product/1362125
https://store.usp.org/product/1478108
https://store.usp.org/product/1478083
https://doi.usp.org/USPNF/USPNF_M54940_05_01.html
https://store.usp.org/product/1448606
https://store.usp.org/product/1448606
https://store.usp.org/searchresults?Ntt=Moxifloxacin%20Related%20Compound*&Rdm=375&searchType=simple&type=search
https://store.usp.org/product/1448617
https://store.usp.org/product/1448661
https://store.usp.org/product/1448672
https://store.usp.org/product/1448628
https://store.usp.org/product/1448639
https://store.usp.org/product/1448640
https://store.usp.org/product/1448655
https://doi.usp.org/USPNF/USPNF_M55860_03_01.html
https://store.usp.org/product/1458009
https://store.usp.org/product/1458019
https://store.usp.org/product/1458031
https://store.usp.org/product/1458031
https://doi.usp.org/USPNF/USPNF_M57888_01_01.html
https://store.usp.org/product/1475008
https://doi.usp.org/USPNF/USPNF_M58060_03_01.html
https://store.usp.org/product/1477003
https://doi.usp.org/USPNF/USPNF_M61130_01_01.html
https://store.usp.org/product/1500003
https://doi.usp.org/USPNF/USPNF_M61540_04_01.html
https://store.usp.org/product/1502508
https://store.usp.org/product/1502508
https://doi.usp.org/USPNF/USPNF_M66570_02_01.html
https://store.usp.org/product/1547007
https://doi.usp.org/USPNF/USPNF_M75520_02_01.html
https://store.usp.org/product/1612801
https://doi.usp.org/USPNF/USPNF_M83040_02_01.html
https://store.usp.org/product/1663700
https://doi.usp.org/USPNF/USPNF_M83760_03_01.html
https://store.usp.org/product/1667508
https://store.usp.org/product/1355006
https://doi.usp.org/USPNF/USPNF_M87000_04_01.html
https://store.usp.org/product/1703805
https://doi.usp.org/USPNF/USPNF_M87010_02_01.html
https://store.usp.org/product/1703850
https://doi.usp.org/USPNF/USPNF_M87760_04_01.html
https://store.usp.org/product/1709007
https://store.usp.org/product/1709007
https://www.usp.org/biologics/antibiotics

