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processing areas to the unclassified air in the room swrrounding the .

B. The firm disinfects the ISO 5 with either sterile or s‘rerile- which
are , and steril and during aseptic processing. There is no
sporicidal agent available for use at the firm for either routine cleaning or on an as needed basis.

C. The firm uses non-sterile low shedding wipes to clean and disinfect the . There has been
no assessment related to the use of non-sterile wipes to clean and disinfect the ISO 5 area where
aseptic processing occurs.

D. The written procedures related to the cleaning and disinfecting of the ISO 5 - are
inadequate. The procedures do not include the details of the process used for cleaning and
disinfecting theh or details related to The*

E. There is no written procedure related to the cleaning and disinfection of the ISO 5 - prior to
use for the preparation of sterile drug products

F. There is no written procedure describing the cleaning process for 1eusable equipment (including
glassware) prior to sterilization and depyrogenation in the

OBSERVATION 4
Each batch of drug product required to be free of objectionable microorganisms is not tested through
appropriate laboratory testing.

Specifically,
Firm personnel stated that the firm

drug products consisting of]
of sterile drug products consisting of

conducts sterility and endotoxin testing ou batches of sterile
. There is no sterility or endotoxin testing required for batches

OBSERVATION 5
Testing and release of diug product for distribution do not include appropriate laboratory determination
of satisfactory conforimance to the identity and strength of each active ingredient prior to release.

Specifically,

A. The firm does not conduct routine potency testing for prepared sterile drug products prior to release.

EMPLOYEE(S) SIGNATURE DATE ISSUED
SEE REVERSE | Stacey S Degarmo, Investigator sas| 0 /2872015
OF THIS PAGE | John P Mistler, Investigator X e imarm
—
e by: Staceyy 5. Degarmn 5

FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 3 OF 4 PAGES







The observations of objectionable conditions and practices listed on the front of this form
are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditions or practices observed by him which, in his
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has
been prepared, packed, or held under insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been rendered injurious to health. A copy
of such report shall be sent promptly to the Secretary."






