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1825 NW Vivion Road						        September 27, 2019
Riverside MO 64150							         

Dear Valued Customer:

URGENT: Prednisolone Sodium Phosphate Oral Solution, 15mg/5mL 
 
***RETURN THIS LETTER, WHETHER OR NOT YOU HAVE ANY AFFECTED PRODUCT ON HAND***

	Description
	NDC
	LOT NUMBER
	YES, I have product to return to Inmar
	NO, I do not have product to return to Inmar

	Prednisolone Sod Phos 15mg/5ml Sol 237ml
	60432021208
	US1450, US1570, UT1018, UT1173, UT1348, UT1354
	
	



Wockhardt USA LLC has initiated a voluntary recall of six lots of Prednisolone Sodium Phosphate Oral Solution. This recall is being carried out due test results for Unknown Degradant/Impurity at Relative Retention Time (RRT) 2.37 not meeting the specification of Not More Than 0.1%. The investigation confirmed the impurity to be Prednisolone Impurity 14. A toxicological assessment can’t be performed since there is no information on this impurity in the scientific literature or the FDA and TOXNET databases. Although no Toxicological assessment could be performed, there is no evidence to conclude that there is a reasonable probability of a serious adverse health consequence resulting from this impurity.

This recall is being conducted with the knowledge of the Food and Drug Administration and extends to the Retail Level. Please examine your inventory and quarantine the specified lot. Contact Inmar at 800-967-5952 to obtain a pre-paid shipping label, or if you have questions about this recall. Once you receive the prepaid label, return product to Inmar at:

Recall Coordinator
Inmar Healthcare Network
4332 Empire Road
Fort Worth, TX 76155 

If you purchased this product from the PBA Health Distribution Center, please fill in the quantity you have to return to Inmar and sign below. The signed letter may be faxed to your PBA Health Customer Service Representative at 
1-877-535-3803. For medical questions, call Wockhardt Customer Service directly at 1-800-346-6854.

Pharmacy Name: _______________________________________ Account #__________________

Signature: ____________________________________________ Date ____________________	

Sincerely,
The Recall team at PBA HEALTH 
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