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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 

Drug product containers and closures were not sterilized. and processed to remove pyrogenic properties to assure that they are 
suitable for their intended use. 

Specifically, 

l) Your finn has not validated your sterilization process for f b f(4 ) l glass vials and stoppers to be used for asep tic 
processing and packaging ofdrug products intending to be sterile. 

2) Your finn does not depyrogenate glassware t o be used for mixing and packaging of drug products inte nding to be sterile. 

OBSERVATION 2 

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

Specifically, 

1) Your finn performs surface monitoring r6)14 ) . i(OIT4 ) and ~oH4Y 1for the rfb)141;~Fe and_mt{4) room. Your SOP 3.030, "Environmental Monitoring ofthe Clean Room Facility," states b) (4 
,. Neither is adequate as environmental conditions should be monitored every day of production. 

Furthermore, the last monitoring conducted by your finn was in December 2014. 

2) Your firm's aseptic technician's fmgertips are monitored ~o) (4 ) t. Your SOP 3.030, "Environmental Monitoring of 
the Clean Room Facility," states KQl(4 } j . Personnel 
monitoring should be conducted every day of production. Furthermore, the last personnel monitoring conducted by your fum 
was in December 2014. 

3) Viable and non-viable monitoring for the aseptic processing area is only conducted ~15JT4) 1by the certification 
company. 
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4) Your finn utilizes a l b} (4} I to~}' l for aseptic 
processing. No environmental monitoring has been conducted for the ( b) ( 4) ~ 

OBSERVATION 3 

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

Specifically, 

1) Your Cleanroom Certification Report date<( -('6)"(4) indicates smoke studies were performed for the aseptic area 
1(6)1 4 )) however, smoke studies were not conducted for the ISO 5 hood. The smoke studies were not video recorded or 
documented and were not performed in dynamic conditions. 

2) Your finn does not continuously monitor pressure in the ISO 5 hood, buffer room. negative pressure room, or ante room. 
Air pressure is only checked KI5H4r 1for the r -(15H4}] The ISO 5 hood 
gauge is never monitored. 

I (b) (4~ 8'/W/15' 
(IS) (4 

1h~5 vb~vct..~~ ~~\cl. ~ ~n ~ 
cu. ·~ ~ \ 1\.tD«e-c....r 

OBSERVATION 4 

Each batch ofdrug product purporting to be sterile and pyrogen-free is not laboratory tested to determine conformance to 
such requirements. 

Specifically, 

1) Microbial testing is not performed for each lot of drug product purporting to be sterile. Your firm's lots range in volume 
from [bH4) J· 

2) Endotoxin testing is not perfonned for each lot of drug product purporting to be sterile and vials and stoppers are not 
depyrogenated before use. All drug products your finn produces are made from non-sterile components. 
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OBSERVATION 5 

Procedures designed to prevent microbiological contamination ofdrug products purporting to be sterile are not established. 

Specifically, 

I) Your firm's technicians perform media fill qualifications ~b) ( 4) 1 :. This process is inadequate as it is not 
representative of typical or the most complex manipulations performed by your firm. Furthermore, the last media fill 
qualifications were performed r (bl (4l 

2) Your tirm(§}J_4):=J sterilizes testosterone and estradiol pellets. You have not performed validation ofthis process. 

OBSERVATION 6 

. Clothing of personnel engaged in the processing ofdrug products is not appropriate for the duties they perform. 

Specifically, 

I) The gowning components your firm uses during aseptic processing are not sterile, except for gloves. The hair covers, face 
masks, and shoe covers are stored in open containers in the ante room. Also, there is no cover for the eyes, eyebrows, and 
forehead area. 

2) Per your finn's SOP 9.100, "Required Garb for Clean Room Facility Access," b) (4) r •I .Your firm allows [=!~--'-'il..._4},__________,t. 

OBSERVATION 7 

There is no written testing program designed to assess the stability characteristics ofdrug products. 

Specifically, 

Your firm has not performed stability studies for your sterile products that include ID, potency, degradant, impurity, and 
other stability indicating parameters. Beyond use dates ofgreater than 48 hours are given to sterile injectable drugs that do 
not contain preservatives. 
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OBSERVATION 8 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room to produce aseptic 
conditions. 

Specifically, 

You do not use a sporicide in your ISO 5 hood where aseptic ftlling takes place. The only product used to clean the ISO 5 
hood is sterile r "(b} (4 ),. 

OBSERVATION 9 

Time limits are not established when appropriate for the completion of each production phase to assure the quality ofthe drug 
product. 

I 

Specifically, 

I) Your finn stores glassware (used in mixing and aseptic filling) in the buffer room [ b} (4 ) .i· Yourfinn 
has not conducted any hold time studies to ensure this storage is adequate for the glassware to remain sterilized until use. 

2) Your finn produces (b)_(4~· These r o) (4JJ are stored in a refrigerator in an 
unclassified room an (D~i Your firm has not conducted any studies to ensure the product remains 
sterile after (b) (4 b) _(4 ) and[pl(~} Jfrom the 1 (bJ (4! · 
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