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Attachment V 





 (b) “Full Prescribing Information” Section 
 
 

#2: Section 2 Dosage and Administration (21 CFR 201.57(c)(12)) 

 
2.5  Preparation of Vancomycin Hydrochloride for Injection for Intravenous Administration 
and Storage Instructions 

Vancomycin  Hydrochloride for Injection must be reconstituted and further diluted. 

Reconstitution of the Lyophilized Powder and further dilution 

At the time of use, reconstitute the vials of Vancomycin Hydrochloride for Injection (lyophilized 
powder) with Sterile Water for Injection to a concentration of 50 mg of vancomycin/mL then 
further dilute with an infusion solution to a final concentration of 5 mg/mL (see Table 1 for the 
appropriate volumes).  Discard any reconstituted solution remaining in the vial. 

Table 1 Volume of Sterile Water for Injection to be Added for Reconstitution and 
Volume of Infusion Solution to be Used for Further Dilution  

Vancomycin Strength 
per Vial 

Volume of Sterile Water 
for Injection for 
reconstitutiona  

Volume of infusion 
solutionb to further dilute 
to a final concentration of 

  5 mg/mL 

250mg 5 mL 50 mL  

750mg 15 mL 150 mL 

1.25 g  25 mL 250 mL 

1.5 g 30 mL 300 mL 

aAfter reconstitution, the vials may be stored in a refrigerator for 14 days without significant loss of 
potency. [A] 

b Use an infusion solution from the list of the compatible infusion solutions below [see Dosage and 
Administration (2.6)]. 

The desired dose diluted in this manner should be administered by intermittent IV infusion over 
a period of 60 minutes or greater.  

 























George
Lunn

Digitally signed by George Lunn
Date: 6/04/2018 09:20:33AM
GUID: 508da72000029f40833369b0a181e8b3

Balajee
Shanmugam

Digitally signed by Balajee Shanmugam
Date: 6/04/2018 10:04:19AM
GUID: 50758d5000003c1b1962e036ea11002c



Attachment VI 







Attachment VII 

































Yang
Zhao

Digitally signed by Yang Zhao

Date: 2/27/2017 11:26:26PM

GUID: 56f958740001a1f9707b4476d760e12f

Elsbeth
Chikhale

Digitally signed by Elsbeth Chikhale

Date: 2/28/2017 07:19:44AM

GUID: 50743ccc000031928b54eba1769a5df9

11 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this 
page







--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

MELISSA V CHHANGTE
07/18/2018

Signature Page 1 of 1

Reference ID: 4293634




