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FIRM NAME 

Vetter Pharma-Fert:igung GmbH & Co. KG 

CITY. STATE ANO ZIP COOE 

Ravensburg, Germany 88214 

STREET ADDRESS 

Mooswicsen 2 

FEINUMBER 
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lYPE OF ESTABLISH.IIIENT INSPECTED 

Drug Product Manufacture 

THIS DOCUMENT LISTS OBSERVATIONS ~OE BY THE FDA REPRESENTATIVE(S} DURING THE INSPECTION OF YOUR FACILITY. THEY ARE tNSPECTtONAL 
OBSERVATIONS; ANO DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IFYOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION. OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY 01SCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS. PLEASE CONTACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM f rt-IE) OBSERVED: 

Observation 1 

Written procedures for production and process control designed to assure that the drug products have the identify, 
strength, quality and purity they purpon or are represented to possess is not established or is deficient. 
Specifically, 

~I') • • ~~ ~~ 
a. On 24 August 2022, we observed the setup of the Fill Lme for :nanufacture, Batch 
{II)!') "'' .. ,.., 

in support of drug product manufacture. Observed was RABS into Grade A 
'airflow, Grade B space in assembly of the stopper and <'1 bowl to the fill line, with the RABS ' ' 
into Grade A space without sanitization. 

,__ ______ _ 

b. Deviation 759735, 04 March 2022 and Deviation 630260, 12 March 2020 were raised for non-integral HEPA 
filters in Grade A/B space and outside the RABS in Grade A airflow (Grade B space), respectively for the~<•> 
Fill Lin/ H'> The initial classification of each HEPA filter failure was minor, without the completion of a detailed 
and comprehensive deviation investigation for impact on product quality. Your product quality impact assessment 
failed to include a review of product complaints and an inspection of product reserve samples that may provide 
additional insight into product quality. • 

Observation 2 

An equipment system in support of drug product manufacture is not adequately maintained , Specifically, 

On 22 August 2022, we observed the"'T 
not sealed as designed. 

Observation 3 
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A standard operating procedure in support of drug product manufacture is not followed. Specifically, 

a. According to SOP 11093, "Good Documentation Practices", vlS, Section 5.3.4, Correction in Records provides 
instruction for correction of a documentation error, with a single line-out of the error that includes initial and date 
and the reason for the correction. On 22 August 2022, we observed numerous documentation write overs for the 
ttin•> 2 - 8°C walk-in storage logbook without proper correction. The standard operating procedure 
''was'" not followed. 
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