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DEPARTMENT OF HEALTH AND HU!VIAN SERVICES 

FOOD AND DRUG ADMINISTRATION 


.U1STRl1,;T AOORtSS ANO PHONE NUMBER 

19701 Fairchild 
Irvine, CA 92612-2445 
(949)608 - 2900 Fax: (949)608-4417 

OATE(S) OF INSPECTION 

10/17/2017-10/ 27/2017* 
FEINUMBER 

3004599113 

NAME ANO TrrLE OF INDIVIDUAL TO WHOl\I REfORT ISSUED 

Joseph E Grasela, owner I President 
f lRMNAMc 

Universit y Rx Special ists Inc 
STREET ADDRESS 

1875 3rd Ave 
CITY, STATE, ZIP CODE, COUNTRY 

San Diego, CA 92101-2604 
TYPE EST ABLISt-Ncru lr11~cvTED 

Producer of Sterile Drug Products 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency detennination regarding your compliance. Ifyou have an objection regarding an 

. ' 
observation, orhave implemented, orplan to implement, corrective accion in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during tl1e inspection or submit this infonnation to FDA at the address above. Ifyou have any ·. 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 


Non-depyrogenated equipment was used in sterile drug production. 


Specifically, 

your firm does not depyrogenate the(o) (4n that come into direct product contact during mixing of 
drug components in the ISO 8 Ante-Room 2. On 10/19/2017, we observed your technician using these 

rf:5f(4Jl in the production of the following products: 

Dru2 product 
 Quantity Lot# BUD 
Bi-Mix(Phentolarnine/Papaverine) 2mg-30mg/Ml Inj ~D)ITT _, 
 762803 1/26/2018 

Bi-Mix(Phentolamine/Papaverine) 2mg-30mg/Ml Inj 
 5) (4) 
 762818 l/26/2018 
Bi-Mix(Phentolamine/Papaverine) 2mg-30mg/Ml Ini 
 (o)(~) 762823 l/26/2018
Bi-Mix(Phentolarnine/Papaverine) 2mg-30mg/Ml Inj 
 (o)(4) 
 762806 1/26/2018 
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