
,,."""'<l..~ 

· ~ ( ..If_ DEPARTMENT OF HEAL TH AND HUMAN SERVICES 

'~~~ 

NOA 203049/S-005 

Hikma Pharmaceuticals Co. Ltd. 
c/o Exela Pharma Sciences, LLC 
Authorized US Agent 
Attention: Jonathan Sterling 
Vice President of Quality and Regulatory Affairs 
P.O. Box 818 
1245 Blowing Rock Blvd. 
Lenoir, NC 28645 

Dear Mr. Sterling: 

Food and Drug Administration 
Silver Spring MD 20993 

SUPPLEMENT APPROVAL 

Please refer to your Supplemental New Drug Application (sNDA) dated March 21, 2016, 
received March 21, 2016, and your amendment, submitted pursuant to section 505(b )(2) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for Argatroban, Injection I 00 mg/mL. 

We also refer to our letter dated March 11 , 2016, notifying you, under Section 505(o)(4) of the 
FDCA, of new safety information that we believe should be included in the labeling for 
Argatroban products. This information pertains to the risk of medication errors. 

This supplemental new drug application provides for revisions to the labeling for Argatroban. 
The agreed upon changes to the language included in our March 11, 2016, Safety labeling 
Change Notification Letter, and agreed upon revisions included in our electronic correspondence 
dated April 19, 2016, are as follows (additions are noted by underline and deletion are noted by 
strikethroHgh). 

In the HIGHLIGHTS section, addition of RECENT MAJOR CHANGES section that reads: 

"---------------------------------RECENT MAJ 0 R CHANGES--------------------------------
Dosing and Administration, Dosing in Patients Undergoing Percutaneous Coronary Intervention 
(2.3) 5/2016" 

APPROVAL & LABELING 

We have completed our review of this supplemental application, as amended. It is approved, 
effective on the date of this Jetter, for use as recommended in the enclosed, agreed-upon labeling 
text. 
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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/ 

BARRY W MILLER 
05/26/2016 
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