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THIS DOCUMENT LISTS OBSERVATIONS MAOE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION , OR HAVE IMPLEMENTED. OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESEN TATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA A T THE PHONE NUMBER AND ADDRESS ABOVE . 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED:

OBSERVATION I

There is a failure to thoroughly review the fa ilure ofa batch or any of its components to meet any of its 
specifications whether or not the batch has been already distributed. 

Specitically, Vancomycin, lot# 13350 (Date prepared: I 0/13/2015 , Expiration date: I I / 12/20 15) was determined 
to be Out of Specificat ion (OOS) for endotoxin. The lot was not distributed . 

Your investigation fa iled to include a determ inat ion or the root cause for the endotoxin failure. 

In addition, the following two sterility OOS investigations and fourteen potency OOS invest igations have been 
open for more than thirty days, indicating the lack ofan efticient and robust CAPA system: 

Sterility OOS: 
Nicardipinc, Lot #13384. produced:I0/1912015, BUD:I 2/03/20 15. invest igation initiated 11 / 13/2015 
Morphine, Lot# 13170, produced: 09/17/201 5, BUD: I I /0 I /20 15, in vestigation initiated 09/28/2015 

Potency OOS: 
Lidocaine, Lot # 13514. produced: II /OlJ/20 15, BUD: 12/0l)/2.0 15. investigation initiated I 1118/2015 
Norepinephrine, Lot# 13484, produccd: 11/03/2015, BUD: 12/18/2015 , investigation initiated II / 18/2015 
Oxytocin. Lot tJ I3466, p1;9dt1'tc~ : 11 /03/2015. BUD: 12./03/2015. investigat ion initiated 1112.2./2015 
A miodarone, l.ot #I 3488, produced: II /04/2015. B U D: 12119/2015. investigation initiated I I/24/20 
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Amiodaron e, Lot# 15 13515, produced 11 /09/2 01 5, BUD: 12/24/20 15, investigat io n initiated II /1 8/20 IS 
Amiodarone, Lot#l3553, produced: 11 / 13/20 15, BUD: 12/28/20 15, invest igation initiated 11/18/20 15 
Epine phrin e. Lot# 13621. produced : I I /23/20 15. BUD: 12/23/20 15, investigat ion initiated 12/01/20 15 

Oxytocin. Lot # 13607, produced: II /23/ 2015, B UD: 12/23/2015 , investigation initiated 12/04/20 15 
Norepinephrine, Lot # 13208. produced: 09/22/2015 , BUD: I 1/06/2 015 , investigation initiated 09128/ 2015 
Ondansetron , Lot # 13642, produced: 1210 I /20 I 5, BUD: 0 I l l S/2 0 16, inves tigation initiated 12/08/ 20 IS 
Lidocaine, Lot # l 3730, produced: 12/1 412015, B UD : 01 / 13/ 2016, investigation initiated 12/28/20 15 
Lidocaine, Lot # 13795. produced: 12128/20 15. BUD: 01 /2712016. in vestigation initiated 12/28/20 1 S 
Calcium Gluconate, Lot# 13698, produced: 12/08/20 15, BUD: 01 / 22120 16, inves tigation initiated 12128/ 20 IS 
Pheny lephrine. Lot# 13708, produced: 12/ 10/20 IS, BUD: 0 I /24/2016, investigation in itiated 12/2 9/ 2015 

No ne of these lots were distributed. 

OBSERVATION 2 

Proced ures designed to prevent m icrobio logical contaminatio n of drug products pu r porting to be sterile do not 
include adequate val idation or the sterilization process. 

Spec i ftca lly. 

You r med ia fill process s imu la tio ns are not performed unde r the most stressfu l or challe ngi ng cond it ions. For 
exam ple, protocol #! I:)H 4) 1 entitled, "(IDl4_I] Operator Media Fi ll Qua li lication" dated 11 / 16/ 15 describes. 
in part, that 16JT4) J. However. your firm has produced lot s 
of Oxytocin l!)H4) 1( i.e. (t)H4 ) J,. lot # 13472-0. 
Quantity : [(~)_(4) } ). 

/\MENDED



OBSERVATION 3

Aseptic processing areas are deficient regard ing the system for monitoring environmental conditions. 

Specifically, 

SOP# I 03-06.02 entitled, "Surface Sampl ing Procedure" (Effect ive date: 5/22/14) documents, in part, that surface 
sampling wi ll be performe~· . Review of monitoring records revealed that sampl ing was routinely perfo rmed 

IK6H4 ) 1 and not (6f(4)" . Surface sampling is not done du ring production. 

OBSERVATION 4

/\septic processing areas an; ddicicnt regardi ng the system !'or cleaning and disinfect ing the room to produce 
aseptic conditions. 

Specifica lly, your SOP Document No.: SUG-SOP-SA-000 1, entitled, " Sterile Compound ing Area Cleaning and 
Dis infecting", dated 12/15/2015. states that K6J14I ] clean ing of the IIDJ4l J shal l be performed with a 
sporicidal d isinfectant, j(l:)) (~) 1or eq uivalent; howeve r. the c leaning records l'or l 6J {4_l J do not 
document that clean ing was performed . For example : 

No documcnlation Lhat a sporicidal cleaning agent was used

No documcntalion that a sporicidal cleaning agent was used 

 No documc11~tiQn that a sporicidal cleaning agent was used

AMENDED 
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The cleaning records for K DH4 ) 1 including the KbH4 r 1. do not indicate the sporicidal 
was used K....._.D)_,._4·.._) ____________  

OBSERVATION 5 

Procedures for the preparation of master production and control records arc not described in a written procedure. 

Specifically, SOP #I 04-05.02 entitled, "Variance Investigation Policy" (Effective date: 71151 15) does not include 
time limitations for the closure of investigations. Currently. your firm has at least 16 open investigations which 
were opened over 30 days ago. 

02/08/2016 

AMENDED 

SEE

PAGE 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration. 

Section 704{b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides 

"Upon completion of any such mspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or employee 
making the inspection shall give to the owner, operator, or agent in charge a report in 
writing setting forth any conditions or practices observed by him which, in his judgement, 
indicate that any food, drug, device, or cosmetic in such establishment (1) consists in whole 
or in part of any filthy, putrid, or decomposed substance, or (2) has been prepared, packed, 
or held under insanitary conditions whereby it may have become contaminated with filth, or 
whereby it may have been rendered injurious to health. A copy of such report shall be sent. 
promptly to the Secretary" 
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