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This document lists obscnratlons made by the FDA representative(s) during the mspect\on o{'your Tacility. They are inspectional
observations, and do not represent a final Agency determination regarding your comphance f you have an objection regarding an
observation, or have tmpicmented or plan to implement, corrective action in respogse 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. If you have any
questions, please conlac‘tl FDA at the phene numbcr and address above. 1

DURING AN INSPECTIQN OF YOUR.FIRM | OBSERVED: .
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OBSERVATION 1 -

Aseptic processing areas are deficient regarding systems for maintaining a:i.y equipment used to control the aseptic
conditions. : , h

Specifically, ' ¢
a) The gauge used to monitor pressure differentials between the 1ISO7 clean room (where components and drug products are

staged and loaded into the ISO 5 classified area) and [SO8 ante room qwhere gowning occurs) is not monitored daily
during productlon

i
b} Airflow studies were not performed under static or dynamic condmons to verify that processing equipment do not alter

or impede the umdlrectlonal cascade of air from the HEPA filters to th'e ISO 5 classified area where sterile drug products
are manipulated.: | ‘

OBSERVATION 2

i

Aseptic processing a&eas are deficient regarding the system for monito.ringgenvh_‘onmentai conditions.

!
Specifically, the cnvxronmental monitoring program is defc;ent The procr: am does not include monitoring of: daily surface
or viable air samphnd within the ISO 5 clasmﬁed areas during preduction; non-viable particles in the ISO 5 classified areas
under dynamic cond:;zons, or personnel monitoring.

OBSERVATION 3.

Clothing ofpsrsonnel engaged in the manufacturing, processing, packing, and holding of drug products is not appropriate for
the duties they per t’"orm

Specifically, non—steﬁite gowns are used during aseptic operations including loading of components and vials into the ISO 5
IV classified area. Additionally gowns are reused throughout the day. i
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OBSERVATICN 4

i e i L

Procedurss designed to prevent microbiclogical contamination of drug products purporting to be sterile do not include
validation of the sterilization process. i

Specifically, no media fills or process simulations have been performed under the most stressful or challenging conditions.

OBSERVATION 5 J
Aseptic processing areas are deficient regardmor the system for cleaning and disinfecting the room and equipment to produce
aseptic conditions. : l
4

Specifically, documertation regarding ch:amnn and disinfection of the [SO| 5 classified area is incomplete. For example
cleaning records of the ISO 5 classified area were unavailable for:

- IV Station l§ used to produce Lidocaine 2% 2mL in 3ml syrings on 5/7/2014;

- 1V Stationfll used to procedure Heparin 10000 units added to IOOOFnL 0.9% NaCl bag on 6/13/2014; or

- 1V Station|ll used to procedure Azithromycin 500mg added to DSW 250mL on 7/25/2014,

|

OBSERVATION & ‘

Each lot of components, drug product containers, and closures is not w:thheid from use until the lot has been sampled, tested,
examined, and released by the quality contro! unit. ;

{
Specifically, sterile drug products and components (i.e. IV bags, syringes) are used during aseptic production without

obtaining or reviewing the manufacturer's certificate of analysis to ensure specifications are met.
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