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TO: Mr, Heinrich Scherfler, CEO
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] Sandoz Gmbl Biochemiestrasse 10
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| 6250 Kundl, Austria , Pharmaceutical and bulk drugs
manufacturer

This docament lists observations made by the FDA reprosentative(s) during 6o imepoction of your facility. They are inspectionat
observations, and do not repeescnt a fined Agency detarmingtion regarding your complisece. If'you biave mn objection regarding an
cbservatios, of have impieisented, of plag to implement, cotrective 46tion ia responss to s observation, you may discuss the objection or
action with: the FUA reprosetativa(s) during the inspection or subuait this information t6 FDA &t the sddress sbove. 1 you bave any
quastions, please conlact FDA i tho phowe cumber and addrass above. ’

MING AN INGPECTION OF YOUR FIRM | OBSERVED:

UALITY SYSTEM

ERVATION 1

There is & failure to thoroughly review the fallure of 2 batch or any of its components to meet ay of its specifications
whether or not the bateh bas been thoroughly distributed.

Specifically, the corrective actions implementsd after the investigation of nine stesility fajlures reported since 2001 (3 for
2001, 3 for 2002 and 3 for 2003) for Posilas Injection or for the lyophilized active ingredient (Somatribove Zinc) have not
been effective in prevening reoccurrence. In five instances (2 for 2001, 1 for 2002 and 2 for 2003) the organism was =~
identified as Propicnibacterium acnes; Staphylocoocus species have been identified in three instamces and in one instancs (in
2002) Bacillus pumifus was found. Propionibacterinm was found in enviroamenta! samples of the mamufacturing sreas, in
the equipment and in one of the raw materials; Bacillus pumilus was found repeatedly in environmental samples of th
manufacnuring erees. Batches manufachared round the same period of it aed undar the same conditions of the affectad
lots have beet: toieased to the market,

FACILITIES AND EQUIPMENT SYSTEM

Equipment for sdoquate control over micro-organisms is not provided when sppropriate for the manufacture, procesving,
packing or holding of a drug produc,

Specificaily, handling of the mays usexd to lyophilize the Sometribove Zinc and the bowls used to feed empty syringes and
plungers to the two filling lines used for Posilac Injection is not adequats to prevent their re-contamination after sterilization,
Although the lyophilizer trays are product-contact surfaces snd the bowls are in contast with product containers, these are

after sterilization through areas that have been classified by the finn as Class B,
transported ization through ve by —
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LABORATORY CONTROLS SYSTEM

ATION 3
BReterve samples from
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fot examined visually at ieest once & year for evidence of
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