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Memorandum 
 
 

To:  NDA 203-923 

 

Subject: To amend the NDA with the updated product expiry of 18 months. 
   
 
From:  Xiaobin Shen, Ph.D., Reviewer, Branch VIII, Division III, ONDQA. 
 
 
NDA 203-923 referenced to NDA 201-444 for support of CMC information.  
 
Supplement-003 of NDA 201-444 has been reviewed and an expiry of 18 month is granted for 
the sodium thiosulfate product. 
 
Hence, this memorandum updates the expiry of sodium thiosulfate in NDA 203-923 from the 
previously granted  months. 
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---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

XIAOBIN SHEN
02/14/2012
Updating the product expiry.

ERIC P DUFFY
02/14/2012
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

XIAOBIN SHEN
01/31/2012
The NDA is recommended for approval from CMC perspective.

PRASAD PERI
01/31/2012
I concur
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