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Th1s document lislS obscrvat ons made by the FDA rcprescntativc(s) during the inspection of~our facility. They are inspectional 
obscr.·ations, and do not rep •sent u final A£<!110.:} d<!termin atinn regarding~ our compliance. If you ha-.c :ln objection regarding an 
observation. or have: implcm ntcd. or plan to implement. corrccti\'C action in response to an obs(rvauon. ~ ou rna} discuss the objection or 
action with the FDA rcprcse tatil·c(s) during the inspection or submit thts information to FDA m the nddress above. lf)OU have any 
questions. please contact F£' \ at the phone number and address abO\ e. 

DURING AN INSPECTION C F YOUR FIRM I O BSERVED : 

OBSERVATION 1 

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

Specitically,
Environmental Monitoring of the firm's ISO 5 environments and ISO 7 Cleanroom environments used to produce sterile drug 

products is not conducted during active processing and does not represent actual conditions. for example: 


a) Your firm does Ot routinely conduct viable particulate air monitoring during actual aseptic processing of drug 
products in the I ~0 5 hoods. Viable particulate air monitoring is only conducted every months by an outside 
contractor. 

b) Your fmn does ot roUiinely conduct viable paniculate air monitoring of the ISO 7 cleanroom during active 
processing of dr g products . The ISO 5 L-aminar air now hoods are located within the ISO 7 cleanroom . Viable 
particulate air m ~nitoring is only conducted every !bfflmonths b) an outside contractor. 

c) Your firm docs ot routinely conduct non-viable paniculate air monitoring durin g actua l asep tic processing ofdrug 
products in the SO 5 hoods . Non-viable particulate air monitoring is only conducted every~~>H'months by an outside 
contractor. 

d Your fmn does ot routinely conduct non-viable particuatc air monitoring ofthe ISO 7 environments during active 
processing ofd ug products. The ISO 5 Laminar air tlO\\ hoods are located within the ISO 7 cleanroom. Non­
viable particula air monitoring is only conducted every !ffionths by an outside contractor. 

e) Your finn does ot actively monitor cleanroom pressu re differentials during aseptic processing ofdrug products. 
Differential pre sures of the ISO 7 Anteroom , ISO 7 Cleanroom and other areas are read and recorded 

per day in he to the start of productsion under static condition . There ts no further monitoring 
of the cleanroor pressure differentials either manually or by electronic devices durin g production. 

f) Your firm does ot conduct adequate surface envi ronmental monitoring (work surfaces, floors, walls, ceilings) that 
represent actual conditions. It was explained Lhat surface environmental monito ring is conducted on a basis 
and samples are collected
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On 09/111 14, I !so observed the filling process of vials . The process is

I observed the technician's arm , ai t ime s, hove r over unstoppered vials as the vials 
ue employed may interrupt the H EPA filtered first air protect ion to the unstoppercd 

OBSERVATION 2 

However. SOP 8.030, Vers 1.0, "Sterilization 

s process . Furthermore, the open vials were s ubjected to an 

g) routinely conduct personnel monitoring ( fingert ips. hands. arm. chest) during or post drug 
sts and tec hnicians that process drug products intended to be sterile in aseptic processing 

areas. are on mon itored e month s. 

written procedures.

b) 

and Depyrogcnation of 
Stoppers". efT 12/18/ 13 and your firm's process for hand ling sterilized vials has not been well 

designed to prevent microbiologica l con tamination. 

c) 
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without be ing disinfected as it 

* DATIS OF L..,.SP'ECTI N: 

09/ 10120 14(Wed). 09/ 11/2 14(Thu). I0/09/20 14(Thu) 


d) ceni 1cation of the firm's ISO 5 Hoods used to aseptically process drug products does not include 
performing smo e studies to demonstrate the air flow is smooth. laminar. and without turbule nce under dynamic 
conditions. 

Cleanroom 




