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Producer of Sterile Drugs 

This document lists obseriations made by the FDA representativc(s) during the inspection ofyour facility. The are inspectional 
observations, and do not ~ta final Agency determination regarding your compliance. Ifyou have an obj lction regarding an 
observation, or have impttbented. or plan to implement, corrective action in response to an observation, you m llY discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address at pve. lfyou have any 
questions, please contact Fl)A at the phone number and address above. 

: 

OURtNG AN INSPECTION OF YOUR FIRM I OBSERVED: 

We observed sterilelprocessing activities performed by your Pharmacy Teehnician <n 6/12/2017. He 
produced at least ~terone Cypionate (Sesame oil) 200mglmL, lot 06122017@~ 14 and Sermorelin 
Acetate I OOOmcg/ , lot 06122017@33 in your LAFH area Observations listed b ~low may include 

issues observed durihg these activities or documentation supporting objectionable ~ nditions since 

approximately 04/2015. 


OBSERVATION Jl 

Your firm released drug product in which the strength differs from, or its purity or q Jality falls below, 

that which it purports or is represented to possess. 


Specifically, 

You processed 4 lots ofTacrolimus 0.02% Oil Opthalmic Solution and I lot ofCycl ~ Oil 
Opthalmic Solution µsing apparent food grade Kb) r4} I and apparent food grade~b 4 tively, 
as follows: 

• 	Finis~ed Tacrolimus lots include 08232016@2, 10312016@26, 0111 017@16and 
04102017@14 made using(o) (2J) IloU o) (2J) 1manufactured by 0) (2J) land 
purchased from OC b) ( 4 H 

• 	Finished Cyclosporine lot 03022017@18 made using lo) ~) Iwhich was manufactured 
by[(5) ( 4) Iand is identified by lot #IJb }-(4) J. 
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Procedures designe<f to prevent microbiological contamination of drug products pur oorting to be sterile 
do not include adeq'1ate validation ofthe sterilization process. 

[ 

Specifically, 
I 

We observed ofat least Testosterone Cypionate (sesame oil) 200r ig/mL oil inj 
solution and Sennorelin Acetate lOOOmcg/mL injectable conducted by your Phannacy Technician in 
your laminar air flow hood on 6/12/2017. During sterile processing, we observed the above inadequate 
aseptic operations eJnployed or/and verified them via document review. 

sterile~rocessing 

A. 	Cleaning ofat least two individual vials with the same side of the sterile ~2.J~) I:. 
B. 	You have not performed a media fill for your Pharmacy Technician since 9/1372 H 6. 
C. 	Media fills for your pharmacy technician were initially conducted on 12/30/201 ~ at this site. 

You initially released sterile processed product at this site on 10128/2015. 
t 

OBSERVATION 3 
Aseptic processing areas are deficient regarding the system for cleaning and disinfec: ting the room and 
equipment to produce aseptic conditions. 

Specifically, 

We observed sterile processing ofat least Testosterone Cypionate (sesame oil) 200!! :g'mL oil inj 
solution and Sennorelin Acetate lOOOmcg/mL injectable conducted by your Phanna~y Technician in 
your laminar air flow hood on 6/1212017. During sterile processing, we observed th ~ above inadequate 
aseptic operations employed or/and verified them via document review. 

A. 	Your ISO 7 gowning/anteroom failed ISO certification testing (failed integrity/S4 al integrity test) on 

I 
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or about 11/4/2015. However, sterile product continued to be prepared and exp >Sed to the ambient 
air in this area. ! 

B. llD) (4) I'professional l o) (4) Ibrand[(O (4) Iused to clean the ' ~AFH are non-
sterile. I 

C. 	Your Phannacy Technician did not clean the walls or ceiling of the LAFH immt: diately before 
processing on 6Al 2/2017. 

OBSERVATION 4 
Procedures for the c~eaning and maintenance ofequipment are deficient regarding t e protection of 
clean equipment from contamination prior to use. 

Specifically, 

We observed sterile !Processing ofat least Testosterone Cypionate (sesame oil) 200ti ag/mL oil inj 
solution and SennoJFlin Acetate 1 OOOmcg/mL injectable conducted by your P' y Technician in 
your laminar air flow hood on 6/1212017. During sterile processing, we observed th e above inadequate 
aseptic operations employed or/and verified them via docwnent review. 

We observed depyrogenated equipment (glass beakers) used in aseptic processing 01 ~ 6/1212017 left 
unprotected prior to use. 

OBSERVATION SI 
The ISO-classified areas have difficult to clean, particle-generating, or visibly dirty •~uipment or 
surfaces. 

Specifically, 
We observed your LAFH with approximately three hard to clean and discolored ar~ s consisting of 
approximately 114" x l ",each. 

I 
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