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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou 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 representative(s) during the inspection or submit this information 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 

Aseptic processing areas are deficient regarding the system for monitoring enviromnental conditions. 


Specifically, 

1. 	 Enviromnental monitoring is not performed at least daily during drug production in the 
critical areas to evaluate the quality of the aseptic processing enviromnent and assess whether 
aseptic conditions are maintained. 

a. 	 Non-viable particulate monitoring is petformed in the aseptic processing areas MGJIIJII 
MIDIIJM 

b. 	 Active viable air monitoring is performed in the aseptic processing areas every II 
UIQI Passive air monitoring is performed in the aseptic processing areas every II 

(b)(4) 

c. Viable surface monitoring is performed in the aseptic processing areas every MIDIQ8 
(b)( 4) 

d. Personnel fmgertip monitoring is performed for (b)( 4) (b)( 4) 

n. 	 Environmental monitoring excursions are not investigated. Management indicated ~...........,..~., 

the anteroom are classified as ISO 6. According to SOP Environmental Control and 
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Monitoring, the microbiological active air action level for ISO [1111] CFU/m. During the 
anteroom certification on IIDIUJ, 8 CFUs were recovered. 

· iii. 	 No data was provided to support that the incubator used to incubate media fill containers and 
envii:onmental monitoring surface and fingertip samples is qualified for its intended use. 
Management stated this incubator is maintained between ltmQI. In addition, there was no 
documentation provided to support that the IIIJ thermometer was calibrated. 

OBSERVATION 2 
Clothing ofpersonnel engaged in the processing ofdrug products is not appropriate for the duties they 
perform. 

Specifically, 

i. Gowning ofoperators performing aseptic operations in the ISO 5 laminar flow hoods is 
inadequate in that protective gowns, face masks, shoe covers, and hair nets worn during 
aseptic processing are not sterile. In addition, the current gowning method leaves facial and 
neck skin exposed, as well as personal clothing. For example, gowning worn as observed 
during the aseptic pmcessing ofAmikacin 400 mg/1 00 ml (Rx No. IUJJmiiinvanz 500 
mg/100 ml (Rx No. IGJDJI and Gentamicin 240 mg/1 00 ml (Rx No.IGJIUJII in 
on 4/18/16. 

il. On 4/19/16, prior to the aseptic processing oflnvanz 1 gm/100 ml ~No. 
iltlthe operator was observed straightening the sterile glove located 

ungloved left hand during gowning. 

OBSERVATION 3 
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Procedures designed to prevent microbiological contamination ofdrug products purp01ting to be sterile 
are not established , written and fo1lowed. 

Specifically, 

The following aseptic practice was observed: 

While exiting the ISO 6 Roo.mllhe operator was observed to elbow 
forearm to activate the door mechanism leading into the ISO 6 anteroom. After this, 

o..nm,f•ll forearm and elbow were observed making contact with the ISO 5 laminar 
hood work surface during aseptic operations. 

The above example was observed during processing ofAmikacin 400mg/1 OOml for Rx 
No.lti)Jml Invanz 500mg/100ml forRx No.IGJDJII and Gentamicin240mgl100ml 
for Rx No.IG)mJJ on 4/18/16. 

OBSERVATION 4 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and 

equipment to produce aseptic conditions. 


Specifically, 

i. 	 Bll]cleaning using to clean floors, laminar flow hoods, and work surfaces in 
ISO 5 and ISO 6 aseptic processing is not documented for all 
operational days. For drug products were aseptically processed 
including Ampicillin Sulbactam, Cefazolin, and Cefepime; IIIJ cleaning was not docwnented 
MIDIIJ8. Similarly, from 4/16/16 to 4/17/16. sterile drug products were aseptically 
processed; however, III cleaning was not documented (b)(4) ofaseptic operations. 
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ii. 	 Non-sterile sanitizing agents are used 
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(b)(4) , for 
sanitization ofthe aseptic processing areas. Sanitizing agents used by your finn include 

(b)( 4) in the ISO 5 and ISO 6 areas. 

111. 	 On 4/ 18/16, prior to and during the aseptic ces~;mg, ofAmikacin 400 mg/100 ml (Rx No. 
Invanz 500 mg/100 ml (Rx No. and Gentamicin 240 mg/ 100 ml (Rx No. 
the operator was observed sterilelt;Jld then reswning operations before 

was allowed to dry. 

OBSERVATION 5 
Aseptic processing areas are deficient regarding systems for maintaining any equipment used to control 
the aseptic conditions. 

Specifically, 

i. The pressure differentials between different air quality in the ISO 6 Areas (anteroom and Rooms 
IQ)IUI and unclassified area are monitored. such pressure differentials 
are checked and documented by Additionally, no 
documentation of lltl pressure checks was ofRoom Pressure Log 
before 3/02/ 16. 

ii. 	 In addition, the return air supply located in the anteroom on the adjoining wall to Room!awas 
observed to be partially obstructed by a cart containing the gowning materials and various 
supplies used in the aseptic areas. 
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The above examp1es were observed during processing ofAmikacin 400mg/100ml for Rx No. IIDIGJI 
Invanz 500mg/1OOml for Rx No. Etml and Gentamicin 240mg/l OOml for Rx No.IIDIGJJ on 
4118/16. 

OBSERVATION 6 
The operations relating to the processing ofpenicillin are not performed in facilities separate from those 
used for other drug products for human use. 

Specifically, 

Procedures have not been established for the separation oftasks and segregation ofpersonnel handling 
cephalosporin drug products from those for all other human drug products. Your finn hasIIIhoods, 
none ofwhich are dedicated to handling cephalosporin drug products. For example, on 2/14/ 16, the 

(b)(4) 

OBSERVATION 7 
The responsibilities and procedures applicable to the quality control unit are not fully followed. 

Specifically, 

SOP Compounding Sterile Preparations Guidelines states (b)(4) 

Such examinations were not observed, nor are they 

documented for each fin ished drug product. 
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OBSERVATION 8 
There is no written testing program designed to assess the stability characteristics ofdmg products. 

Specifically, 

Docwnentation was not provided to support beyond use dates assigned to sterile drug products. For 
example, Invanz 500mg/1 OOml (Rx No. EJII is given a beyond use date of3 days, refrigerated. The 
Invanz product insert from the manufacturer states the product is stable for 24 hours at 5°C. 
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