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Dear D Reedhammer:

This s reeanding an mspection of your sterile pharmaceutical fimished dosage form
manulactunmg facility in Berhing Germany, by Invesugator Joyce E. Bloomfield and
Mictobologist Raymond T Oji during the period of December 9 - 12,1996, The
inspection revealed significint deviations from U.S. current good manufacturing
practice (CGMP) regulations in the aseptic manufacture of stertle ophthalmic solution .
The deviations were presented to your attention on an Inspectional Observations form
FDA 483 at the close of the inspection. These CGMP deviations cause your sterile
ophthalmic products to be unaceeptable for use in the United States, since under United
States Law, those CGMP deviations make your products adulterated within the meaning
of section SOTEHE)(B) of the Federal Food, Drug, and Cosmetic Act.

We have reviewed your December 20, 1996 response to the FDA-483 obscrvations
subitied to the FDA's Division of Emergency and Investigational Operations,
tormally Tniernatonal Technical Operations Branch, by Dr. Lothar Wawretschek, VP,
Product Quality and Dr. Gerhard Bauer, VP, Operations. We have also evaluated the
information provided during the meeting with FDA on February 7, 1997, We note
that many corrections were implemented at the conclusion of the inspection or will

« However, there are some responses that lack sufficient detinl,
> deviations noted during the

acant observations
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assessment indicating that changes in sterilization cycle parameters does not
attect the product. Please provide this information, as well as your procedures
toraddressing any unexplained discrepancy or the fatlure of a batch or its
components to meet specifications
he (U( LA P arve 1l Toved alyyn are st 1oy b cveneves il AN | T (i N .
he COMP deviations identitied above are not to be considered an all-inclusive list of
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Durig the meeting with FDA on February 7, 1997, you indicated that you will provide
documentation that corrective action for all deficiencies has been either initiated or
completed, and would include a time table and written plans for completion of these
corrective actions. Untl that documentation is received and found to satisfactorily
address these deficiencies, this oftice will not be able to recommend approval of any
apphications histing your tirm as a supplier of sterile finished dosage forms. As
discussed durmg that mecting, we will evaluate thrs documentation upon receipt.

We recommend that you evaduate your facility on an overall basis for CGMP
compliance It you wish to continue to ship your products to the United States, it is the
responsthiliny of your firm to assure compiianee with U.S. standards for current good
manutacturimy pracrces for pharmaceutical manufacturers,

Please contact Edwin Melendez, Comphance Otficer, at the address and telephone
numbers shown above if you have any uucs(mm Within your written responsc to this

letter, please detnl corrective ac tions you n] an to take or have taken to brin

abl

Foschedale aremspection of your factiity, after corrections have been compicied and
vour tnm s m compliance with CGMP requirements, send vour request to: Deborah
Brownmy, Consumer Satety Officer, Drug Group, ot FDA's Division of Emergency
and Tosestieanonal Operations (HED 133 Diviston of Field Investiations, 5600
Foshers Tane, Rockville, Marylind, 20857 You can also contact the office at (301)
PRV ESoS o by AN w0301y 1Y 6919
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