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Certificate 

 

CHLORHEXIDINE SYSTEM SUITABILITY MIXTURE 
 

USP Catalog No.: 1111012 

USP Lot No.: F016F0 

 
Only compendial components as listed in the monograph are shown below 
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Structure Unknown 
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Only compendial components as listed in the monograph shown below 

 

Item Name/Chemical name CAS 

Molecular 

Weight 

Molecular 

Formula Content 

1 Chlorhexidine Gluconate / 

1,1′-Hexamethylenebis[5-(p-

chlorophenyl)biguanide] di-D-gluconate 
18472-51-0 897.76 

C22H30Cl2N10 · 

2 C6H12O7 
97.02 

2 Chlorhexidine nitrile / 

1-(4-Chlorophenyl)-5-[6-

[(cyanocarbamimidoyl)amino]hexyl]biguanide 
152504-08-0 377.88 C16H24ClN9 0.11 

3 Chlorhexidine urea / 

N-{[6-({[(4-Chlorophenyl)carbamimidoyl] 

carbamimidoyl}amino) hexyl] 

carbamimidoyl}urea 

1308292-89-8 395.89 C16H26ClN9O 0.13 

4 p-Chlorophenyl Urea / 

1-(4-Chlorophenyl)urea 
140-38-5 170.60 C7H7ClN2O 0.24 

5 Chlorhexidine amine / 

1-(6-Aminohexyl)-5-(4-chlorophenyl)biguanide 
152504-09-1 310.83 C14H23ClN6 0.12 

6 Chlorhexidine dimer / 

1,5-Bis[5-(4-chlorophenyl)biguanidylhexyl] 

biguanide 
-- 688.70 C30H47Cl2N15 0.12 

7 Chlorhexidine glucityl triazine / 

1-(4-Chlorophenyl)-5-[6-({4-[(4-

chlorophenyl)amino]-6-[(1S,2R,3R,4R)-1,2,3,4,5-

pentahydroxypentyl]-1,3,5-triazin-2-yl} 

amino)hexyl]biguanide 

-- 665.57 C28H38Cl2N10O5 0.19 

8 Oxochlorhexidine / 

N-(4-Chlorophenyl)-N′-{[6-({[(4-

chlorophenyl)carbamimidoyl]carbamimidoyl} 

amino) hexyl] carbamimidoyl}urea 

1381962-77-1 506.43 C22H29Cl2N9O 0.22 

9 Chlorhexidine Oxazinone analog / 

(5R,6S)-2-[(4-Chlorophenyl)amino]-5-hydroxy-6-

[(1R,2R)-1,2,3-trihydroxypropyl]-5,6-dihydro-4H- 

1,3-oxazin-4-one 

-- 330.72 C13H15ClN2O6 0.09 

10 Chlorhexidine guanidine / 

1-[6-(Carbamimidoylamino)hexyl]-5-(4-chloro 

phenyl )biguanide 
152504-10-4 352.87 C15H25ClN8 1.01 

11 o-Chlorhexidine / 

1-(2-Chlorophenyl)-5-[6-({[(4-chlorophenyl) 

carbamimidoyl]carbamimidoyl}amino)hexyl] 

biguanide 

-- 505.45 C22H30Cl2N10 
0.21* 

12 Specified unidentified impurity 2 -- unknown unknown 

* If present, o-chlorhexidine and specified unidentified impurity 2 may not be completely resolved by the method.  
These peaks are integrated together to determine conformance.  
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  LABEL TEXT  

 
 

 

 
 

 

Quality Assurance 

 

Calculation Value 

If a value is not provided on the label or accompanying documentation and the Reference Standard has a quantitative USP 

compendial application, a value of 100.0% is used. The purity value is not applicable for qualitative uses. Please refer to the specific 

Reference Standard label for further information. 

Expiration 
Current lots are identified in the current USP Catalog. In some cases, the previous lot may still be considered valid for use. If so, it is 

identified in the column marked “Previous Lot/Valid Use Date.”  

It is the responsibility of each user to determine that this lot is current or valid when used. For the most up-to-date information, 

please refer to the USP Store at www.usp.org. 

Instructions for Use 
Follow the instructions on the label of the USP Reference Standard and in the appropriate USP documentary standard(s). 

Non-Monograph Use 
The suitability of this Reference Standard for use in non-compendial applications is solely the responsibility of the user. 

 

LEGAL NOTICE 

USP WARRANTS GOOD TITLE TO USP REFERENCE STANDARDS ON DISPATCH FROM USP.  THE FOREGOING WARRANTY IS IN LIEU OF 
ANY OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WITHOUT LIMITATION ANY WARRANTY OF MERCHANTABILITY OR 
FITNESS FOR A PARTICULAR PURPOSE, OR ANY WARRANTY THAT THE PRODUCTS, INCLUDING THIS CERTIFICATE, ARE OF 
MERCHANTABLE QUALITY.  USP’S LIABILITY ARISING OUT OF OR RELATING TO THE SUPPLY OF USP REFERENCE STANDARDS AND THIS 
CERTIFICATE SHALL IN NO EVENT INCLUDE LOSS OF PROFITS, COST OF PROCURING SUBSTITUTE GOODS OR SERVICES, OR ANY 
INCIDENTAL, INDIRECT, OR CONSEQUENTIAL DAMAGES OF ANY KIND, EVEN IF USP IS AWARE OF THE POSSIBILITY OF SUCH DAMAGES.  
WITHOUT LIMITING THE GENERALITY OF THE FOREGOING, USP DOES NOT WARRANT THAT THE USE OR RESALE OF USP REFERENCE 
STANDARDS, INCLUDING THEIR USE TO PERFORM TESTS AND ASSAYS PUBLISHED BY USP, WILL NOT INFRINGE UNITED STATES OR 
ANY OTHER PATENTS. 

USP Reference Standards are not intended for use as drugs, dietary supplements, or as medical devices.  

This certificate may not be reproduced without the express written permission of USP.  
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Typical Chromatogram 

USP CHLORHEXIDINE SYSTEM SUITABILITY MIXTURE RS 

Catalog Number: 1111012 

Lot: F016F0 

Monograph:  Chlorhexidine Gluconate Solution 

Publication:  PF40(2) 

Test:   Organic Impurities 

Sample: System Suitability Solution 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 This chromatogram is supplied for information only, unless otherwise specified in an applicable 

monograph or general chapter. 


