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APPROVAL LETTER 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring  MD  20993

NDA 09866/S-097 plus 17 others
APPROVAL LETTER

Pharmacia and Upjohn Company
Attention: Kathleen Collins
Senior Manager Worldwide Safety and Regulatory
235 East 42nd Street
New York, NY 10017

Dear Ms. Collins:

Please refer to your Supplemental New Drug Applications (sNDAs) dated June 7, 2013, received 
June 7, 2013, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) 
for the following:

NDA/
Supplement

Drug Product Date of 
Submission

Date of Receipt

09866/S-097 Solu-Cortef ® (hydrocortisone 
sodium succinate) Sterile 
Powder for Injection

June 7, 2013 June 7, 2013

11757/S-099 Depo-Medrol ® 
(methylprednisolone acetate) 
Injectable Suspension

June 7, 2013 June 7, 2013

11856/S-117 Solu-Medrol ® 
(methylprednisolone sodium 
succinate) Sterile Powder for 
Injection

June 7, 2013 June 7, 2013

12541/S-079 Depo-Provera ® 
(medroxyprogesterone acetate) 
Sterile Aqueous Suspension

June 7, 2013 June 7, 2013

17989/S-020 Hemabate ® (carboprost 
tromethamine) Sterile Solution

June 7, 2013 June 7, 2013

18484/S-025 Prostin VR Pediatric ® 
(alprostadil) Sterile Solution

June 7, 2013 June 7, 2013

20246/S-050 Depo-Provera ® 
(medroxyprogesterone acetate) 
Injectable Suspension

June 7, 2013 June 7, 2013

20379/S-025 Caverject ® (aloprostadil) 
Sterile Powder for Injection

June 7, 2013 June 7, 2013

20450/S-022 Cerebyx ® (fosphenytoin 
sodium) Injection

June 7, 2013 June 7, 2013

20491/S-008 Corvert ® (ibutilide fumarate) 
Injection

June 7, 2013 June 7, 2013

20571/S-046 Camptostar ® (irinotecan 
hydrochloride) Injection

June 7, 2013 June 7, 2013

Reference ID: 3380317





---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

THOMAS F OLIVER
09/27/2013

Reference ID: 3380317
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CHEMISTRY REVIEW(S) 
 





---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

CHRISTOPHER J HOUGH
09/26/2013

THOMAS F OLIVER
09/27/2013

Reference ID: 3379749
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Reference ID: 3331324

APPEARS THIS WAY 
ON ORIGINAL



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

NAVDEEP BHANDARI
06/25/2013

Reference ID: 3331324
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NDA 09866/S-097 plus 17 others 

 
ACKNOWLEDGEMENT -- 

PRIOR APPROVAL SUPPLEMENT 
 
Pharmacia and Upjohn Company 
Attention: Kathleen Collins 
Senior Manager Worldwide Safety and Regulatory 
235 East 42nd Street 
New York, NY 10017 
 
 
 
Dear Ms. Collins: 
 
We have received your Supplemental New Drug Applications (sNDA) submitted under section 
505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA or the Act) for the following: 
 
 
NDA/ 
Supplement 

Drug Product Date of  
Submission 

Date of Receipt 

09866/S-097 Solu-Cortef ® 
(hydrocortisone sodium 
succinate) Sterile Powder 
for Injection 

June 7, 2013 June 7, 2013 

11757/S-099 Depo-Medrol ® 
(methylprednisolone 
acetate) Injectable 
Suspension 

June 7, 2013 June 7, 2013 

11856/S-117 Solu-Medrol ® 
(methylprednisolone 
sodium succinate) Sterile 
Powder for Injection 

June 7, 2013 June 7, 2013 

12541/S-079 Depo-Provera ® 
(medroxyprogesterone 
acetate) Sterile Aqueous 
Suspension 

June 7, 2013 June 7, 2013 

17989/S-020 Hemabate ® (carboprost 
tromethamine) Sterile 
Solution 

June 7, 2013 June 7, 2013 

18484/S-025 Prostin VR Pediatric ® 
(alprostadil) Sterile 
Solution 

June 7, 2013 June 7, 2013 

Reference ID: 3331407
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Transplant and Ophthalmology 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

 
 
If you have questions, call me, at (240) 402-3815. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Navdeep Bhandari 
Regulatory Health Project Manager 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

Reference ID: 3331407



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

NAVDEEP BHANDARI
06/25/2013

Reference ID: 3331407




